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AIDS ISSUES
Cost and Availability of AZT

TUESDAY, MARCH 10, 1987

HOUSE OF REPRESENTATIVES,
CoMMITTEE ON ENERGY AND COMMERCE,
SUBCOMMITTEE ON HEALTH AND THE ENVIRONMENT,
Washington, DC,

The subcommittee met, pursuant tc notice at 9:55 a.m.,, in room
2322, Rayburn House Office Building, Hor. Henry A. Waxman
(chairman) presiding.

Mr. WaxmaN. The meeting of the subcommittee will come to
order.

Last September the Depar:ment of Health and Human Se vices
and the Burroughs Wellcome Company made a dramatic joint an-
nouncement. There was an AIDS drug. The drug AZT had been in
clinical trials in humans for 7 months. The trials were double-
blinded and placebo-controlled. That is, by secret random selection
half of the patients received AZT and half received a placebo.

A few months later researchers began to report that some AIDS
patients were clearly getting better. Others were dyitig. The re-
searchers insisted that a scientific safety board break the secret
code ¢ see if the drug was producing these results.

In September the safety board revealed that about 1 out of 8 pa-
tients in the control group had died compared to one out of 145 of
the patients receiving AZT. Given this information, both HHS and
Burroughs Wellcome decided that it would be unethical to continue
the study, that keeping some patients off the drug endangered
their lives.

While formal approval procedures began, all control group pa-
tients were given AZT. In addition, Burroughs Wellcome and HHS
began to supply AZT free of charge to any AIDS patient in Amer-
ica who had symptoms similar to those of .he study. To date, over
4,500 patients have been given the drug.

In January the FDA’s scientific advisory panel recommended
that the drug be approved for sale in the U.g., England and France
have already approved its sale. Last month Burroughs Wellcome
announced that the drug will wholesale for about $7,000 per pa-
tient per ® ear. The retail price is expected to be between $8,000
and $10,000.

There are a number of major questions that musi be answered in
today’s hearing. Is this a fair price? Who will pay for the people
who are now being treated for free? Who will pay for the people
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who become ill after the drug is approved? Who is responsible for
people who cannot pay?

But the guiding principle in answering these questions has al-
ready been given %y HHS and Burroughs Wellcome as part of their
original dramatic annovncement: Keeping AIDS patients off AZT
endangers their lives. It would be unethical to do so.

We cannot permit the health care system to keep this drug away
from people any more ethically than we could have permitted the
health research system te do so. Giving patients sugar pills because
they are part of a study can be justified as an effort to learn about
a disease and its cure. Giving patients nothing because they have
no insurance and no money can be rationalized only as a part of a
system that provides health miracles to the wealthy and health ne-
glect to the poor.

This subcommittee has wrestled with aspects of these problems
before, perhaps most visibly in the question of paying for organ
transpiants and the expensive drugs that are needed to make them
successful. Today we confront the problems in their most crystal-
lized form. If the manufacturer, the States and the Federal Govern-
ment work well, lives can be Sprolonged, perhaps for a long time,
perhaps until a cure for AIDS is found. If we do not, poor AIDS
patients will die. It’s as simple as that.

Before calling on our witnesses, I want to recognize the distin-
guished ranking minority member of the subcommittee, Mr. Mad-
igan,

Mr. MapiGaN. Thank you, Mr. Chairman. Mr. Chairman, this
morning’s hearing brings into focus once again the problem of
meeting the high cost Jf providing health care with finite re-
sources. The question is, “Who is going to pay for it? And it’s a re-
frain which we have heard repeatedly in the past and which we
will continue to hear in the future, not only with regard to this
therapy but with regard to many others.

I hope that the witnesses today will help us in developing a ra-
tional answer to that question, and will not automatically say that,
“It is not us who will be paying for it.” The AZT therapy has been
demonstrated to prolong the lives of certain AIDS patients. The
question is—or the first question is, should it be made available to
those patients at little or no cost? What if a superior drug is discov-
ered, should it also be made available? Should the provision of AZT
be continued if some superior drug is discovered? 'those are just
some of the questions.

I'm interested in the future prospects for AIDS therapy and hope
that the witnesses will focus on their planning for the future, as
well as the immediate problem of financing AZ™ therapy. And 1
would hope that all of the witnesses this morning will keep in
mind that this subcommittee will be hearing about numerous
health issues in coming weeks. I'm sure all the members of the sub-
committee will join me in requesting that the AZT issue be put in
perspective with those other issues, par*icularly the testimony
from various department officials.

Mr. Waxman. Mr. Wydex.

Mr. WyDEN. Just very briefly, Mr. Chairman. I certainly com-
mend you for going forward with this hearing. There are really two
issues that I think are particularly important.
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One, I would like to see Congress.to bring some certainty and
some new integrity to the drug approval process. In some instances
drugs are approved too fast; in other instances drugs are approved
too slowly. I'm very interested in looking at the AZT pricing issue
in conjunction with an overall examination of the drug approval
process.

The other reason that I think your hearing is so important, Mr.
Chairman, is that there will be billions of dollars involved in the
development of new drugs against AIDS. The prospects are there
for abuses and problems steming from these drugs. I think it’s very
important that we maintain vigorous oversight. This hearing is an
important first step in that process, and I look forward to your tes-
timony.

Mr. WaxmaN. Thank you, Mr. Wyden. Mr. Whittaker.

Mr. WHiTTAKER. Nothing, thank you.

Mr. WaxmaN. Mr. Dannemeyer.

Mr. DANNEMEYER. Thank you, Mr. Chairman. I commend you for
looking into this subject of how we can withstand the cost of pro-
viding hopefully some treatment and drugs for those people who
now have a non-curable disease. One of the tragedies of the public
health response to this vpidemic in America is the non-traditional
respense which public health authorities have adopted.

Notwithstanding the epidemic in the country specifically, we do
not today call on States to report and notify public liealth authori-
ties when a person with the AIDS virus is found in the course of
treatment by physicians. Reporting the existence of a communica-
ble disease is a normal, routine process that strangely in the treat-
ment of this disease is not now being followed. As to why, that re-
mains a good question.

I hope that this subcommittee will hold hearings on the failure
of the public health anthorities in this Nation to adopt normal,
routine practices that can hopefully minimize the transmissability
of this fatal virus to other citizens in our community. One of the
tragedies of this whole thing is that we don’t know the number of
people in this country today who may have a need for this drug or
other drugs that may come along because we have not been follow-
ing the routine, normal response of public health authorities when
a new communicable disease comes along. Namely, to report it to
public health authorities.

I would hope someday, Mr. Chairman, that you will find tinie on
your agenda to hold hearings on this issue and others that are de-
signed to develop a public health response whereby this Govern-
ment and Stat~ governments around the country will treat this
issue as a public health issue and stop treating it as a civil rights
issue. Thank you very much.

Mr. Waxman. Thank you, br. Dannemeyer. We will be holding a
number of hearings on a number of the ramifications of the AIDS
epidemic throughout the year, but the one today is on this question
of the cost of AZT.

[The statement of Hon. Terry Bruce follows:]

StATEMENT oF HON. TERRY BRUCE

Thank you Mr. Chairman for holding this hearing.
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The spread of the AIDS virus has truly become a national concern—one that dec-
mands the awareness of every American. Programs aimed at eliminating the threat
of AIDS demand the uncompromised support of every American. I strongly helievr
that we must redouble our effort to devise both a preventive measure to protect the
uninfected population and move forward in providing hope for Americans who al-
ready have AIDS.

The development of the drug AZT holds out new hope for AIDS victims and their
families. Preliminary tests indicate that AZT will retard the ravages of AIDS and
permit many patients to resume productive lives.

Unfortunately, AZT is prohibitively expensive—an estimated cost of up to $10,000
per year for each patient using the drug. For AIDS patients whose resourc:s have
already been exhausted, AZT can realistically only offer hope in conjunction with
Federal assistance. Medicaid, the health care provider for low-income Americans,
may spend as much as $800 million this year on assistance to AIDS victims. If Med-
icaid were to provide its AIDS patients with AZT the bill could jump to $950 million
in 1988. With the welcome life prolonging effects of AZT we can expect increasing
Federal Government cost exposure through the Medicare program. The cost of pro-
viding AZT raises the question of how best can the Federal Government provide for

victims of AIDS. .
Mr. Chairman, I commend you for holding this hearing and I look forward to the

witnesses’ testimony.

Mr. WaxMAN. And for our first witness, we’re pleased to recog-
nize Mr. T.E. Haigler, Jr., president and chief executive officer,
Burroughs Wellcome Company. We're delighted to have you with
us. We'll make your statement part of the record in full. We'd like
to ask you to present your testimony orally and to try to highlight
the main points, trying to keep as close to 5 minutes as possible.

STATEMENT OF T.E. HAIGLER, JR., PRESIDENT AND CHIEF EXEC-
UTIVE OFFICER, BURROUGHS WELLCOME CO.; ACCOMPANIED
BY DAVID BARRY, VICE PRESIDENT, RESEARCH

Mr. HaiGLErR. Thank you, Mr. Chairman, for the opportunity to
appear before your committee. I am T.E. Haigler, Jr., president and
chief executive officer of Burroughs Wellcome Co., located in Re-
search Triangle Park, NC. With me today is Dr. David Barry, our
vice president for research.

As you know, it was Burroughs Wellcome rosearch that first
identified AZT, now called R OVIR, as being of potential value
in the fight against AIDS. And it was Burroughs Wellcome, along
with a number of outstanding government scientists and university
investigators who conducted the study and development of this
drug which has brought hope to AIDS sufferers everywhere.

We have submitted a formal statement and asked that it be
made part of the record. I will attempt to briefly rummarize that
statement and then answer your committee’s questions.

Eight months ago Dr. Barry appeared at a Congressional hearing
on AIDS research before Congressman Weiss and yourself. I think
it is fair to say that tremendous progress has been made since
then. Today we have a drug that is in the review process and hope-
fully will be svon approved for use against the human immunodefi-
ciency virus.

We have gone from making the quantities necessary for small
scale clinical trials to a situation where more than one-third of all
living AIDS patients in tne United States are receiving RETROVIR
therapy. Normally, it would take about 5 years to devise and per-
fect the production methods required to go from synthesizin%1 small
quantities of drugs to the tons currently being produced. Through
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an enormous effort, we have succeeded in increasing our supply
more than a thousandfold in the last 18 months. We have invested
millions of dollars in the research program that has brought this
drug from the laboratory to more than 4,000 patients in a period of
less than 3 years.

We began this research at a time when AIDS was not considered
a significant public health problem by the general public. We did
this because we felt our experience with antivirals would enable us
to make a valuable contribution to the fight against this devastat-
ing disease, and we believed we had an obligation to do so.

This effort involved a significant of financial risk. The full use-
fulness of RETROVIR is unknown. Efficacy and speed of introduc-
tion of other therapies are unknown. Our financial returns are un-
certain. After we showed that the antiviral approach could indeed
by successful, others have taken an active interest in this therapeu-
tic area. And we believe that that is in the public good.

The costs involved in this project have been significant. Apart
from the millions of dollars that we have spent in research, Well-
come has committed more than $80 million in additional capital for
raw materials for production of RETROVIR. This is above and
be{‘ond other usual costs associated with manufacturing and dis-
tributing RETROVIR to patients.

Mr. Chairman, as I am sure you and your committee know, de-
spite our best efforts, we will be faced with the difficult situation of
having a somewhat limited supply of RETROVIR initially following
FDA approval. However, let me assure you that we are devoting
the necessary time, technology, personnel, and financial resources
to continually increase supply. I can say that the supply situation
is constantly evolving and improving.

We expect to have adequate supplies of the drugs available for
most seriously ill patients immediately upon approval. And Mr.
Chairman, we expect our supply to be sufficient to meet the needs
o more than 30,000 patients in the United States by the end of the
year.

We have discussed an appropriate distribution system with the
FDA and other agencies in the Department of Health and Human
Services and outside experts. This distribution system will be in
place at the time of FDA approval.

At this point, Mr. Chairman, I think we can safely say that drug
therapy offers the only hope for patients suffering from this deadly
disease. While education and ultimately vaccines may help to slow
the acquisition of the virus, drug therapy is the modality that will
have the most positive impact on the substantial population al-
ready infected. The hope of drug therapy is tc sav lives, return pa-
tients to productive lives, and keep patients with minimal symp-
toms healthy.

We have shown that RETROVIR can prolong life in those ra-
tients who have one of the most severe forms of human immunode-
ficiency disease. We know that RETROVIR can reduce their risk of
gpportunistic infections and improve their ability to live day to

ay.

On the health care expenditure side, we believe RETROVIR will
reduce annual direct costs for the patient with advanced forms of
the disease. We believe the RETROVIR therapy also will limit the




the disease. Aside from the obvious benefits to the patient, this will
also reduce health care costs. As ‘we all know, the end stages of
HIV infection are when the largest consumption of health care re-
sources occur.

We estimate that the annual cost of RETROVIR to patients 1
could be in the range of $7-to $10,000. Let me assure you that we v
have considered a number of factors in establishing our pric » for
RETROVIR. We have considered the high cost of developing and |
prcducing this drug, and the very real needs of the patients for |
whom it was developed. |

1 believe we have balanced our concern for patients with the de- |
velopment and production costs involved and the risks we have as-
sumed. We have recognized our need to recover our cost, achieve a |
financial return in an uncharted therapeutic area and in an un-
charted, uncertain future.

It is my hope, Mr. Chairman, that the proceeding has been of
value. Dr. Barry and I will be happy to answer any questions you
might have.

[The prepared statement of Mr. Haigler follows:]

STATEMENT OF T.E. HAIGLER, JR

6
progression of patients from less serious to more serious forms of

I am TE. Haigler, Jr., president and chief executive officer of Burroughs Well-
come Co., a research-based pharmaceutical company located in Research Triangle
Park, North Carolina. With me is David Barry, M.D., our vice president of research.

I am pleased to have the opportunity today to provide information about Bur- ’
roughs Wellcome’s efforts in the discovery and development of RETROVIR for the
treatment of certain patients suffering from diseases associated with the human im-
munodeficiency virus, namely Acquired Immune Deficiency Syndrome (AIDS) and
AIDS Related Complex (ARC). I would like to give you some background informa-
tion about Burroughs Wellcome and its prior work in the antiviral area. I will then
summarize our research and development efforts with respect to RETROVIR and
describe our supply situation and distribution plans for RETROVIR, including pric-
ing considerations.

BACKGROUND

|
|
|
|
|
|
|
Burroughs Wellcome is the American subsidiary of The Wellcome Foundation,
Ltd., a worldwide group ¢* pharmaceutical companies. The Wellcome enterpiise was
founded in 1880 by two A.aerican pharmacists, Silas Burroughs ard Sir Henry Well-
come. Throughout the years, it has been dedicated to the advancement of medical
knowledge and care. The Wellcome Foundation was established 1n 1924 to consoli-
date the international bus.ness of Wellcome
In 1936, Sir Henry's will created the charitable Wellcome Trust as the Founda-
tion’s sole shareholder ad directed that earnings would be used to further medical
and scientific research to improve the nhysical condition of mankind. Since its cre-
ation, The Trust has distributed more than $180 million dollars to worldwide medi-
cal research, independent of Wellcome research activities, making it the largest pri-
vate philanthropy in Greut Britain.
In 1986, 25 percent of the Foundation shares were offered for public sale. The
other 75 percent remain with the Trust This public offering was intended to diversi.
fy the Trust’s source of income and provide additional resources for its work. After
105 years, Wellcome became a publicly held company and now is traded on the
London Exchange.
Burroughs Wellcome Co., the United States subsidiary, was founded in 1306. It
employs more than 3,500 people in the United States and is dedicated to research,
development, manufacturing and marketing of human pharmaceutical and diagnos-
tic products. The company makes about 90 products including antibacterials, analge-
sics, and drugs to treat cardiovascular diseases, gout, malaria, cancer and organ
transplant rejection. Seven of our medicines have been used in the treatment of var-
jous manifestations of AIDS and its associated opportunistic infections.
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A part.cular area of interest ond success at Wellcome has been the development
of antiviral agents. Over three decades, Wellcome scientists have developed the most
successful antiviral program in medical research This research grew out of pioneer-
ing studies in cancer chemotherapy and nucleic acid derivatives in the 1940s and
1950s. It p inted the way to the company’s first antiviral drug, MARBORAN, which
was useC uuring the 1960s for the prevention of smallpox and treatment of smallpox
vaccination complications.

Burroughs Wellcome began an intensive research effort to discover new antiviral
compounds in the 1960s and 1970s. The company developed VIROPTIC brand tri-
flurigine to treat herpes infections of the eye and later discovered ZOVIRAX brand
acyclovir, the first antiviral to selectively attack a virus while leaving ncrmal cells
virtually untouched. Intrevenous ZOVI and ZOVIRAX Ointment were intro-
duced in 1982 for the treatment of initial genital herpes infections and herpes sim-
plex infections in patients with inadequate immune systems. ZOVIRAX psules
were introduced in 1985 and are used worldwide for the treatment and suppression
of a variety of herpes group infections including genital and facial herpes as well as
shingles. ZyOVIRA has helped millions of people in their efforts to deal with the
medical and psychological effects of infections caused by this group of viruses.

RESEARCH AND DEVELOPMENT

Our research into AIDS is a natural extension of this antiviral program. This re-
search began at a time when AIDS was not considered a significant public health
protlem by the general public, and pharmaceutical manufacturers generally did not
consider tg;e illness to be one involving significant financial rewards. We initiated
this research because we felt that, based on our antiviral experience, we could make
a valuable contribution to the fight against this devastating disease.

Our AIDS research program began 1n June 1984 with a study of chemical com-
pounds which we felt might be effective against the AIDS virus. In November 1984
we identified a compound, AZT, also known as azidothymidine or zidovudine, and
which we now call RETROVIR, which inhibited the replication of certain animal
viruses in the laboratory. Independent laboratory testing in late 1984 and early 1985
confirmed that zidovudine was effective in inhibiting the multiplication of the
human AIDS virus in the test tube.

Toxicologic and pharmacologic testing began in the spring of 1985, as did work on
scaling up synthesis of the drug. On June 14, 1985, we submitted an application to
the Food and Drug Administration to obtain an Investigational New Drug Exemp-
tion for the use of RETROVIR in humans. On June 21, 1985, the FDA indicated that
the data were sufficient to allow us to begin clinical studies in humans.

The first patient received RETROVIR on July 3, 1985 at the Clinical Center rf the
National Institutes of Health. This initial Phase I study ultimately involved 35 pa-
tients. It showed that adverse reactions were limited, consisting primarily of some
bone marrow suppression in some patients when taking high drug doses for pro-
longed periods of time. The study also indicated that RETROVIR was well absorbed
after oral administration and entered the brain in reasonable amounts Some of the
patients chowed some objective and subjective evidence of improvement, including
an increased sense of well-being, weight gain, and improvement in various measures
of their immune system.

These responses were sufficiently encouraging to allow us to begin a Phase II
double-blinded, placebo-controlled study of RETROVIR.

This study, which took place at 12 medical centers throughout the country, began
on February 18, 1986. It was financed solely by the Burroughs Wellcome Co. It
began five months before the National Institute of Allergy and Infectious Diseases
selected the AIDS Treatment and Evaluation Units (ATEUs). Most of the 12 centers
involved in the Burroughs Wellcome study were eventually selected as ATEUs. A
total of 282 AIDS an- AIDS Related Complex (ARC) patients were enrolled in this
study during the period of February to June 1986. Because of the ehical concerns
raised by a placebo-controlled study in a uniformly fatal disease, arrangements were
made to convene a Data ard Safety Monitoring Board, through the auspices of the
National Institute of Allergy and Infectious Disease, to examine the data on pa-
tients in the study every two to three months. If either the placebo or the drug-
treated dgroup did either so poorly or so well that 1t would be unethical to continue
the study as designed, this outside review board would inform us and the study
would be smgeped.

In September 1986, an interim analysis presented to this board showed that there
was a significantly lower mortahty rate in patients randomized to receive RETRO-
VIR compared to those randomized to receive placebo. The trial was halted. At the

oo
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time the trial was stopped, there had been 16 deahts among the 137 patients receiv-
ing placebo and one death among the 145 patients receiving RETROVIR. The group
receiving RETROVIR also had a dec number of opportunistic infections. This
was true of both AIDS and ARC patients. In addition, weight gein and improve-
ments in the immune system and the &ability to perform daily activities noted in the
ecrlier study were confirmed in this larger study. Bone marrow suppression contin-
ueA to be a significant side effect.

secause this stud; showed the benefits of RETROVIR therapy outweighed the
risks associated with treatment in certain groups of AIDS and ARC patients, place-
bo recipients in this study ware given the oYlportunity to receive R OVIR ther-
apy. Eighty-fou:‘peroem of the patients enrolled in this study are alive today, more
than one year afwer .ne first %'!:ient was earolied. In addition, the National Insti-
tutes of Healuh, the Food and Drug Administration and Burroughs Wellcome estab-
I‘'shed an investigational new drug (IND) program to make R OVIR more widely
available to the group of patients for whom the benefits had been shown over-
whelmingly to outweigh th —isks, namely AIDS patients wiio had recovered from at
least one episode of pneumovystis carinii pneumonia.

Since September 1986, more than 4,500 patients, one-third of all living AIDS pa-
tients in the United States, ave recei ed RETROVIR free of charge from Bur-
roughs Wellcome through thic treatment IND grogmm. There are 2,122 physicians
registered with the treatment IND program and 919 registered pharmacists. We an-
ticipate that the treatment IND program will ultiinately distribute more than $10
million worth of drug.

While this program was being implemented, a U.S. New Drug Application (NDA)
was filed in sequential segments with the FDA to ensure that the data were under
review as rapidly as ible. The submission of the NDA began in October and was
completed on Decemﬁ& 1986. The FDA held an advisory committee meeting to
review the data on January 16 of this year. The committee voted 10 to 1 to recom-
mend approval of RE'l'ROVIR for the treatment of most AIDS patients and certain
seriously ill ARC patients. W~ have supplied the FDA with additional information
they r%l‘ested and aie in active discussion with them, including meetings later
today. We expect approval in the very near future License applications have been
submitted to a number of regulatory authorities in other countries by the Wellcome
Foundatior Approvals for general sale already have been granted in the United
Kingdom 1 France.

In the meantime, we have continued ovr efforts to learn more about RETROVIR
and the patients for whom it might be beneficial. Our clinical trial program has ex-
panded and we expect to begin studies with RETROVIR in 1,500-2,000 patients
around the world within the next six months. This program will include pediatric
patients, patients with Kaposi's sarcoma, neurological disease, ARC and asympto-
matic infection. Also underway are studies to test the effectiveness of RETROVIR in
combination with other drugs as well as its usefulness in patients undergoind bone
marrow transplantation or T-lymphocyte transfusions.

These efforts are just part of a multimillio.; dollar investment in research which
brought this drug to its current status in & period of less than three years. Current-
ly, about one-fifth of all research an:} development spending at Burroughs Wellcome
(,Yo. involves RETROVIR. Clinical trials of drugs in AIDS and ARC patients are ex-
traordinarily expensive because of the difficulty in culturing the virus, the relative-
ly long-term nature of most human immunodeficiency virus (HIV) studies and the
extremely complicated nature of the illness which these patients present to the cli-
nician. We began this research at a time when the full impact of this disease was
not fully appreciated and the chance of success was highly unlikely. This effort in-
volved a significant amount of financial risk. Because the full usefulness of RETRO-
VIR and the efficacy and speed of introducti'n of competitive products are un-

» own, our financial returns are uncertain. H swever, the research we have done
.. 8 already contributed to a greater understanding of the disease. For examp.., the
information collected from the placebo arm of our phase II trial alone is the most
rigorous study of the natural history and progression of AIDS and ARC The data
will provide an excellent foundation for the research efforts of our own company
and many others who have only recently begun taking a greater interest in this
therapeutic area.

P_.ODUCTION Al’D SUPPLY

Parallel to our efforts to expand our clinical knowledge about RETROVIR have
been our efforts to incr-ase production of the drug so that it can be made more
widely available to appropriate patients. Compared to most other drugs, RETROVIR
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is a complex and very expensive drug to manufacture The overall process from
originl{as} raw material to delivering RETROVIR to the patient takes about seven
mon.ns.

The chemical production process can be divided into two sections. First, the work

v done externallﬁ to make and supply thymidine, a key raw ingredient, and then the
work done by Burroughs Wellcome to go from raw material to final drug substance.

For our initial work on zidovudine, we purchased comnmerically available thymi-
dine, which had been obtained as a side product from the DNA in salmon and her-

R ring sperm. We are inform~d that the annual worldwide usage, at this time, was

Y about 25 pounds. By the summer of 1985, the world’s available supply of thymidine
had been exhausted. We, therefore, had to find companies with the appropriate
technology to manufacture larger quantities of both natural and synthetic thymi-
dine for us as fast as possible.

One company in particular, Pfizer Inc., has been very cooperative and allowed us
to continue our development with minimal delays. They have a multi-step process
which involves about 10 chemical reactions. Even with this techaology, a great deal
of work was involved to increase the world’s supply of thymidine several thousand-
fold in less than two years. The costs have been significant and were undertaken
with no assurance during most of that period that a commerically viable product
would result. Because of the complexity of the synthesis and the quantities involved,
several chemical plants are involved in production of thymidine.

Burroughs Wellcome uses six chemical reuctions in a series of stages to convert
thymidine to RETROVIR. By employing the majority of our chemical development
resources over the past 18 months, we have doubled the efficiency of these stages.
Normally it would take about five years to devise and perfect the methods required
to increase the amount of drug synthesized from the fraction of an ounce produced
for iritial study to the tons needed for availability to thousands of patients. Through
improvements in technology, the cooperation of our suppliers and our willingness to
disrupt ‘production plans, we have n successful in increasing our supply by a
factor of 10 every six months for the past year and a half.

The costs involved in this operation have been significant. The Wellcome group
has committed more than $80 million in additional capital and raw material specific
to RETROVIR. This is above and beyond other usual costs associated with manufac-
turing and distributing RETROVIR to patients.

Despite our bust efforts, however, we will be faced with the difficult situat on of
having a somewhat limited supply of RETROVIR for a period of time in the near
future. We are devoting the n time, technology, personnel, and financial re-
sources to continually increase suppfy. The supply situation is constantly evolving
and improving. We believe that adequate supplies of RETROVIR will be available
for the most seriously ill patients immediately, and project that supplies for a mini-
mum of 30,000 patients and probably more will be available by the end of 1987.

However, because of the limi availability of RETROVIR initially follow.ng
FDA approval, there a{:pears to be a need for some type of controlled distribution
system. Burroughs Wellcome has discussed an appropriate system with the FDA
and other agencies in the Department of Health and Human Services. A panel of
experts, chaired by Dr. Sheldon Wolff and organized through the auspices of the In-
fectious Disease Society of America, is serving as an outside consultant to help us
with this system. These groups and the FDA Advisory Committee understand our
supply situation and the proposed distribiution system and hve indicated their sup-
port of our plans.

The company has three goals in distributing the available supply of RETROVIR.
We have a commitment to help ensure the continued availability of this medicine to
patients who already have begun RETROVIR therapy, as long as the drug is medi-
cally appropriate for them. We want to channel the available supply to the patients

. with the greatest need and those patients who are most likely to benefit from RE-
TROVIR therapy, given our present state of knowledge about the drug. We need to
ensure an adequate supply to meet th~ir contin..ing needs In addition, we have to
set aside enough drug to continue a large clinical trial program in order to advance
our knowledge about RETROVIR therapy and further identify the patients for
whom it may be beneficial. A distribution system designed to meet these objectives
will be in place when the drug is approved.

The system will be similar to the process presently being followed in the treat-
ment IND program During the period of limited drug supply, criteria for patient

| selection will be deturmined based upon the indications in our FDA-approved pack-

‘ age insert and in consultation with our outside experts. Physicians will apply for

|

the drug on beha'~ of individual patients. Qualified patients with a physician’s pre-
scription will be given an identification number and RETROVIR will be shipped di-
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rectly from Burroughs Wellcome to a pharmacy of the ratient’s choice. This system
wti,{l enable us to alert physicians as soon as additional drug supplies become avail-
able.

The price Burroughs Wellcome will charge wholesalers for RETROVIR is expect-
ed to be $188 per bottle of 100, 100 mg capsules. The monthly and yearly cost for
individual patients will vary depending on dosage regimens and length of time on
therapy, as well as distribution costs We estimate that the annual retail cost of RE-
TROVIR therapy for a patient could be in the range of $7,000 to $10,000. We are
informed that the price Wellcome companies will charge for RETROVIR will be con-
sistent throughout the world.

In arriving at the price for RETROVIR, we looked at the usual factors that influ-
ence pricing decisions. These include the costs of developing, producing and market-
ing the drug, the high costs of research, and the need to generate revenues to cover
these continuing costs. Other factors ccasidered include the uncertain market for
the drug, the possible advent of new therapies, and profit margins customarily gen-
erated by significant new medicines. We also examined factors that might be consid-
ered to be unique with respect to RETROVIR. These in-luded the very high cost of
produc;ﬁ this drug ar” the very real needs of the patients for whom this drug was

We considered all of theze factors and attempted ‘o arrive at a price that we con-
sidered reasonable. However, the cost to tl.e patient will be relatively high for all
the reasons I have described.

This situaticn is particularly difficult when one realizes that the clinical improve-
ments achieved through RETROVIR therapy may make disabled patients produc-
tive citizens but at the same time disqualify them fromeligibility in health care
safety net programs. Alsc, a very substantial portion of the money they earn when
reentering the workforce may have to be spent on the medicine that has enabled
them to return to work.

As part of our regular procedures, Burroughs Wellcome Co. maintains a limited
indigent care program for some of its lifesaving therapies. These patient requests
are considered on a case-by-case basis. We hope to continue this with RETROVIR,
but the magnitude of the potential need and the impact of the illness are so enor-
mous that we know it is beyond our scope.

In our view, it is a national public health problem well beyond the resources of
one company, and must be dealt with by governments, employers and the health
insurance industry

COUST-EFFECTIVENESS

An important aspect of RETROVIR therapy is that it appears to substantiallf'
lower the present costs of treating AIDS l{mt.ients are limited, analysis of the avail-
able data for RETROVIR indicates that RETROVIR therapy is extremely cost-effe-
citve. One study done in San Francisco estimates that the cost of treating AIDS pa-
tients for one year is approximately $43,500. Other estimates place the cost at a .ub-
stantially higher figure, some as high as $150,000 per patient. Analysis of the data
presently available, using the lower San Francisco base line, indicates that treating
AIDS patients with RETROVIR could reduce direct medical costs during the first
year by about 25 percent. It is anticipated that the cost of treating .” ~ patients
could be reduced by about 60 percent in the first year, primarily be- of fewer
opportunisiic infections and fewer hospitalizations. Projecting these s..vings to a
population of 20,000 AIDS and ARC ratients treated with RETROVIR indicates a
combined first year savings of $386 million.

There are also large indirect costs associated with HIV-related conditions, includ-
ing AIDS. Some of these indirect costs are the loss of wages for sick persons, the loss
of future earnings for persons who are permanently incapacitated or die because of
illness, and the cost of infection control in the course of other health services, such
as dental care. The Centers for Disease Control estimate that the first 10,000 pa-
tients with AIDS lost approximately 8,387 years of work and $189 million in poten-
tial earnings due to disability. The economic loss from future earnin%s lost following
premature death are calculated to be $4.6 billion. (Ann M. Hardy, DPH, et al., Jour-
nal of the American Medial Association, January 10, 1986.)

In addition, it is possible that RETROVIR therapy may affect the progression of

tients from less serious to more serious forms of the disease, further reducin,

ealth care costs. More important than the cost savings is the evidence that R
TROVIR can prolong life in certain patients as well as improve the quality of that
life. Data from our multi-center trial indicates that 68 percent of the AIDS patients
treated with RETROVIR were able to continue or resume productive lives. In addi-
tion, & recent study by scientists at the National Cancer Institute published in The
Lancet suggests that RETROVIR may reverse some of the dementia and other neu-
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rological disorders in some patients with HIV infections We have gimilar data from
our own multi-center study. While a great deal more research needs to be done in
this area, the ouservation that RETROVIR may modify the neurological impact of
this disesse has significant implicutions for patients and their future outlook.

As a research-intensive phz maceutical company, Burroughs Wellcome Co has fo-
cused its efforts on what we do best—discovering and bringing new drugs to market.
As we determined the price of the d-ug, however, we alerted those responsible for
public and private policy and f.cancing to the difficulties that some patients might
face in purchasing the drug.

We are concentrating on the sr.~ntific and technical challenges of discovering and
bringin% to market the first effcc-ive therapy for AIDS. But we hope we have not
lost sight of the patients and their families. Their need has been an ever-present
reality to us, and their improveme.nt on RETROVIR therapy has provided us with
the encouragement to continue our efforts.

Our concern for patients has led us to make a number of other comrnitments as
well. Our interest in providing and acquiring information will not “nd waen the
drug is commercially available. We will continue .o 91pport and participate in edu-
cational efforts in the United States and around the world to advance the state of
knowledge about AIDS therapy. We will broaden our discussions to include state
governments by assisting in the development a.d and disseminetion of a policy
guide for states on AL’Jg issues We will have a significant educational effort de-
signed for Physicians and other health care providers to help assure they are well-
informed aout RETROVIR therapy and itz role in the management of human im-
munodeficiency virus diseases. Our medicul department will be doing follow-up stud-
ies on patients who are already receiving RETROVIR an? initiating studies in many
other important patient sub-groups. i

Burroughs Wellcome has succeeded in rap:dly developing the first drug to prov'de
hope to patients who formerly were faced with almost certain death. We have con-
ducted, and will conduct, clinical trials that add significantly to medical understand-
ing of AIDS and ARC as disease conditions. For now, drug therapy offers the only
hore for patients with this disease. While education and, ultimately, vaccines may
help to slow the acquisition of the virus, drug therapy is the modality that will have
the most positive impact on tie substantial population already infected.

Mr Chairman, this concludes my remarl?:. I will be happy to answer any ques-
tions you may have and hope I can be of assistance to you and others as you deal
with this important topic.

Mr. Waxman. Thank you very much, Mr. Haigler. Before we
begin questions, let me say that I think that Burroughs Wellcome
has done an outstanding job in getting this drug developed. I recog-
nize that you’ve taken risks, that espite all your expenses this
drug could become outdated quickly. T'he country has entrusted the
essentiai function of making pharmaceuticals to the private sector
companies and you have made it work. You're to be commended
for it.

Mr. HAIGLER. Thank you, Mr. Chairman.

Mr. Waxman. You should have a “air return on your investment
and fair compensation for the risks that you are taking with this
product, and 1 understand the pharmaceutical manufacturers are
not charitable businesses. But I also believe that pharmaceutical
companies share with the public sector the responsibility of not
just getting the drug on the market, but also getting it to patients.
In this life and death situation, the responsibility is especially high.

I want to congratulate you on your development work and I look
forward to working with you in getting AZT to people who need it.
And let me proceed with my qucstioning in that spivit.

Mr. HAIGLER. Thank you, Mr. Chairman. ) _

Mr. Waxman. The first issue I want to just discuss with ycu is
the price for the drug. It’s quite a high price. I gathe- the estimate
is maybe $8,000 to $10,060 per patient per year. Now we're going to
have to decide if a patient can pay for a drug with a cost tag on it
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of that magnitude. If the patient can’t, will insurance pay for it? If
insurance is not available, will government pay for it? And if no
one can afford it, what will happen? These are questions that pol-
icymakers must grapple with.

But I want to discuss with you how you've come to the price that
you now put on the drug. You want to recoup your investment. I
want to ask you some questions about the invesiment that you've
made in developing this drug.

As I look at the timetable, Burroughs Wellcome has done about a
year of screening for drugs and 7 months of clinical trials involving
only a few hundred people, as opposed to the thousands that are
usually required. You've also received orphan drug status for AZT
which should contribute as much as a 72 percent tax subsidy of
your clinicai costs. And in addition to that, you get a 25 percent
tax credit for increased research and development.

After taxes, how much do you estimate that it cost to get AZT to
the point of manufacture?

Mr. HaiGLEr. You have asked a lot of questions there, Mr. Chair-
man, and I think first, if I might, in arriving at our price for RE-
TROVIR, we looked at all of the usual factors that go into—that
influence drug-pricing decisions. These certainly include, as you
said, the cost of research—perhaps I can ask Dr. Barry in a minute
to address that, the particular question about the short time—the
cost of development of the drug, the cost of production of the drug,
which includes certainly material costs, which in those cases are a
fai~’7 high cost, labor, overhead, yields that come about out of the
provess itself, waste management, capital expenditure cost, cost of
distribution, medical information cost; all of these factors are usual
factors in arriving at a drug-pricing decision.

Certainly other factors that we considered included the risk re-
lated to, as I think you said, the uncertainties of the market, the
uncertainties about the full usefulness of RETROVIR, the possible
advent of new therapy.

We also, I think, carefully considered two factors that are specif-
ic to RETROVIR, and that is the high cost of producing this par-
ticular drug, and the needs of those patients for whom this drug
was developed.

Mr. WaxMaN. Let’s go back to that first part, the cost of the de-
velopment, research and development of the drug itself. You did
have a quick timeframe for getting this drug to FDA, for which you
are to be commended. It’s essential that we get this drug out there
as fast as possible,

On the other hand, the shorter period of time and the fewer
number of patients involved meant there was less cost to you. And,
of course, with some of the costs you incur, you get tax credits. It
was considered an orphan drug because the number of people af-
fected by the disease at the time you were seeking to get this drug
approved put it in the category of an orphan drug benefiting a rare
number of people or relatively small number of people who are af-
fected, even though potentiaﬁy we have large numbers of people
that may have a need for this drug. You got a tax credit for that,
you got a tax credit, 25 percent tax credit for the R&D costs.

Do you have a figure that you could give us after you take the
tax credits as to how much it cost to do research and development

>
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to get the point of manufacture of the drug? We'll talk about the
manufacturing costs in a minute.

Mr. HaiGLEr. Mr. Chairman, I think all of those are very good
questions, and in regards to the cost of research and development,
perhaps I could ask Dr. Barry, who is certainly much more inti-
mately familiar with that part of our process, to discuss this.

Mr. Barry. Thank you.

The cost. particularly of the clinical trials, is not less than the
cost of most—the development of most other drugs, for several rea-
sons:

First, patients with AIDS and AIDS-Related Complex, so-called
ARC, are not only extraordinarily ill, but have a multitude of ir.fec-
tions which require a great deal of attention by the physician and
many diagnostic procedures.

Mr. Waxman. Why don’t you start by telling me what the costs
were, and then we can compare them to other drugs.

Mr. Barry. I really honestly don’t have that cost figure, because
it's difficult to differentiate from our entire research and develop-
ment program, particularly in the antiviral area. But I did want to
emphasize that although the numbe: of patients were relatively
small compared to the thousands of patients that are often exan-
ined in clinical trials, the expense iu the relative term was not sig-
nificantly less from other studies; first, as I mentioned, because of
th2 extraordinarily difficult and complex medical care that must be
given to the patients; second, because of the costs of the drug itself;
and third, because these patients, as part of their clinical trial,
must be cultured on a regular basis. And the cost of culturing——

Mr. WaxMmaN. I want to stop you there, if you don’t have a
figure, and I understand it involves a lot of other considerations
and other costs that you can’t quite differentiate with this drug.
But what you want to do, and you are entitled to, is recoup your
investment. And you say that the pricing structure includes reve-
nues to cover your development costs. If just the 4,500 patients that
are now getting AZT continue, your income this year, when you
are approved, would be $45 million. By the end of this year, there
will probably be about 25,000 living AIDS patients in the United
States. If all of them take AZT, your income next year would be
about $250 million.

Most epidemiologists suggest that there are 10 times the number
of people with ARC who have AIDS, so if FDA approved AZT for
ARC, your ircome next year could be almost $3 billion. When you
have all these series of projections, at some point you are going to
recover your development costs, and we’d like to know after you do
so—I expect there would be some decrease in the price of the
drug—whether that would be realistic.

Let me put this in the context of Barron’s publication which pre-
dicted profits of $200-$300 million this year. Do you agree with
that estimate?

Mr. HAIGLER. 'm sorry; who?

Mr. WaxMmaN. Barron's Magazine. Barron’s has an article on the
profits Burroughs-Wellcome can expect on AZT. I haven’t seen this
article, but I'm told that Barron’s predicts profits of $200 to $300
million this year. Is that an estimate you would agree with?

g
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Mr. Haicrir. I don't have any basis—I don’t know the basis of
the estimate that they arrived at. So I really can’'t comment on
that. But, no.

Mr. WaxMman. You don’t agree with that figure?

Mr. HaiGLER. No.

Mr. WAXMAN. One pharmaceutical company—

Mr. HaicLer. I think, as I said earlier, if I may, Mr. ClL.airman,
there are still a lot of uncertainties about this particular drug.

Mr. WaxmaN. I understand that, but I'm trying now to figure
out the one component of recovering your investment, the develop-
ment of this drug, and it looks like you have the potential to recov-
er it many, manyfold. Now that shouldn’t be the only basis for set-
ting a price, I understand that. One pharmaceutical newsletter sug-
gested that your mark-up of AZT is 100 percent, that half the price
is going to be profit. Do you agree with that statement?

Mr. HaicLer. I’m sorry, I can’t respond to that, Mr. Chairman. I
think, to go back to what I said earlier, the potentials of this drug
may be there, but what will actually happen when the drug is fi-
nally approved and it’s on the market, what those sales will be, we
have no way of really knowing. We certainly don’t know what’s
going to happen in the next yea: or two as far as new therapies are
concerned. Whether this drug will continue to be the drug of choice
and really used, we don’t know. So I don’t think we can speculate
on what sales we will have or what profits we might see.

Mr. WaxMman. You set the price of $8000 to $10,000 for the sale of
the drug this year to reflect your investment, the uncertainties,
and the profit potential, and you are not sure of the full profit po-
tential, although it could be enormous, but I assume you're looking
at the possibility it might not be as high as some people are conjec:
turing.

Now what price are you going to charge overseas for this?

Mr. HAIGLER. It’s my understanding that the price overseas will
relate specifically to our price here. There are exchange rate com-
plications to get into that, but the base price will be, as I under-
stand it from our parent company, will be the same in dollars as
we are charging here.

Mr. WaxMAN. And have other covntries agreed to this price?

Mr. HaiGLER. I do not know the answer to that, Mr. Chairman.

Mr. WaxMAN. Let me just move on to one other area that I want
to examine with you, and that's the very unusual situation we
have with this drug, because ethically you can’t give a placebo any
more, since we have a drug that we know will prolong the life of
the patient. To try to establish whether another drug is going to be
effective to deal with AIDS, a control drug has to be AZT.

In other words, before your competitors can get on the market,
they have to be able to have access to AZT to use as the control
drug by which they will measure their new chemical entity.

In order for anyone to do research on new, better, and cheaper
AIDS drugs, they really need to have AZT to compare against.

I would like to know whether you will supply NIH with the AZT
they need for research on other drugs, and will you supply it to
your competitors?

Mr. HAIGLER. I'll ask Mr. Barry to respond to that.

15
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Mr. Barry. Yes, Mr. Chairman, we will. I think it should be
pointed out, though, that your statement that AZT has to be a com-
parative drug for all patients with AIDS or AIDS-Related Complex
may not necessarily ge true. I think it would be true in studying
those forms of the illness where the l{)al:ients are extremely ill, and
have a very poor prognosis. I think for milder forr.s of disease
where we, as well as others, are still in the process of establishing
the effectiveness of the drug, one would not necessarily compare
with our drug.

Now in terms of working with the National Institutes of Allergy
and Infectious Diseases, and the AIDS Treatment and Evaluation
Units, we already have made a significant amount of drug avail-
able to them for studies and, in fact, four of the studies that are
going on through those units are studies of AZT.

We have already said that in working with comparative drugs,
that we would be working hand in hand with them, and we would
be helping develop the protocols and review the various compara-
tive therapies that woulg be done. :

Mr. WaxMman. I understand the drug that has been made avail-
able to NIH has been for the question of determining what the
dosage of the AZT should be. Have you provided AZT to NIH re-
searchers so that they can use ihat as a basis to compare competi-
tor drugs?

Mr. Barry. We have supplied it both to look at dosages, we have
supplied it for pediatric study, to determine the effectiveness of the
drug in pediatrics, and we are in the process of initiating a study in
neurologic disease through the NIAID.

In terms of comparison with competitor drugs, to my knowledge,
there is no competitor drug available now that has shown the effec-
tiveness of AZT in prior studies. I'm not clear what you’re refer-
r{ng? to there. A comparative study between AZT and something
else?

Mr. WaxMAN. Some other pharmaceutical.

Mr. Barry. In terms of a straight comparison like that, we have
not——

Mr. WaxmaN. Well, has NIH requested——

Mr. Barry. Drug for comparative study against something else?
Not to my knowledge. I think the question has come up as to
whether AZT could used ‘n conjunction with some other com-
petitor’s drugs, and we have—we are in the process of making that
drug available for combination studies with AZT alone, versus AZT
in combination with other compounds, including acyclovir, includ-
ing interferon, including a number of other potential therapies,
and those discussions are ongoing. And what we have indicated is
that if we see the data on other drugs that could be used in con-
junction with AZT and the data appear to be valid and there is
good reason to do the studies, we would go ahead and do them. But
right now, with a limited supply, we cannot give a free and open
supply to anyone who wishes to study our drug in conjunction with
theirs. We have to make sure that the drug is being used properly.

Mr. WaxmaNn. So you are in the anomalous situation, with ¢
scarcity of this drug, that you're deciding the allocation of it. And,
for research purposes, you're in the position to decide to approve
an application for another a*ug where someone wishes to use AZT
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go through their drug approval process. It would have to be ap-

proved by you, but you have not been requested by either NIH or

any other drug conipany to make AZT available for that purpose. .
Is that your testimony?

Mr. Barry. No, we have been requested by a number of groups,
literally almost in the hundreds, to use our drug in combination to
use our drug in connection with their particular therapy. What we 4
have said is that we would make it available provided that the data
that they have were valid in terms of giving a reason to use them
together And we have been in very active discussions about this as
recently as 1 week ago——

Mr. Waxman. None has been agreed to yet?

Mr. Barry. We agreed to one as recently as 1 week ago, in terms
of a study with AZT and interferon. Now, in terms of that—I might
add also, that’s not the only way——

Mr. WaxMaN. I'm going to have to ask you to respond to my
question. You approved one last week. In terms of approving an-
other experiment like this, is it in NI'I’s purview to make the de-
termination, or is it in your purview to make the determination
whether an experiment would be reasonable or not under the crite-
ria you have discussed as the basis for allowing the drug to be
used?

Mr. Barry. It would be under both of our yurview. We will con-
tinue to work, as we have in the past, to ensure that the clinical
studies are being performed properly and in agreement, much as
we have worked with NIAID for many years.

1 will point out, however, that this is being done at a time when
we have an extremely limited drug supply. It is not the only way
the drug would be obtainable aft.r approval. And certainly there
would be very easy mechanisms, if someone wanied to compare our
drug in conjunction with theirs, or in contrast with theirs.

Mr. WaxmaN. Well, even if the drug were approved——

Mr. Barry. After approval.

Mr, WaxmaN. Even if the drug were approved next week, there
still wouldn’t be a sufficient supply, so the supply would be con-
trolled by =ome allocation system that you would determine?

Mr. Barry. That is correct. There is a relatively limited supply,
but as Mr. Haigler pointed out, that supply is increasing, and the
precise supply is in an evolving situation, but I expect that it will
loosen up a great deal. And as Mr. Haigler also mentioned, by the
end of the year, we should have sufficient drug for over 30,000 pa-
tients in the United States alone.

Mr. WaxmanN. And the first priority is for those who otherwise
would die?

Mr. Barry. The first priority is for those patients who have been
shown to benefit by the drug. I will point out, however, that we
have set aside a very significant amount of drug for clinical trials.

Mr. Waxman. Thank you.

Mr. Madigan.

Mr. MabiGaN. If I can ask you, Mr. Haigler, I'd like to try to go
back for just a moment and put the AIDS problem in a bit of an
international perspective.

for comparison purposes, which would be the only basis they could ‘
\
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I have recently been told that 9 percent of the total population
on the African Continent now tests positive to AIDS antibodies. Is
that consistent with information that you have?

Mr. Barry. I think that’s an estimate based on sampling of popu-
lations that may or may not be representative. But there is certain-
ly a very large number of patients in Africa who are antibody-posi-
tive, but I don’t believe anyone knows what that percentage is.

Mr. MabpiGaN. And that the rate of this progressing through the
heterosexual population on the African Continent is now roughly
equal to the rate of progression in the homosexual population in
the United States; is that correct?

Mi. Barry. From the best, and at times very rough, estimates
that we have, that is correct.

Mr. MabpicaN. When this first became a matter of public concern
in the United States in the 1981-1982 tinmieframe, we would read
that approximately 10 percent of the people who tested positive to
the presence of the antibodies would subsequently acquire the dis-
ease. I am now *old that that conversion rate is more in the range
of 90 percent. Is that also a correct estimate?

Mr. Bagrry. It’s certainly above 10 percent. I would really defer
to the epidemiologists, particularly from the Centers for Disease
Contrcl, that have been looking at this to see how much above 10
percent that is, and over what period of time.

Mr. MADIGAN. But with the passage of time, what we are finding
is that the people who test positive to the presence of the anti
bodies with the passage of time¢, and because of the incubation
period, a greater percentage than was originally rrojected are actu-
ally acquiring frank AIDS:; is that not fair?

Mr. Barry. That appears to be the case.

Mr. MapiGan. On page 4 of Mr. Haigler’s testimony, it says,
“Sorue of the patients showed some objective and subjective evi-
dence of improvement, including an increased sense of well-being,
weight gain, and improvement in various measures of their
immune system.”

I have heard of a particular case in Chicago where oue of the pa-
tients has actually been able to go out and go back to work. Has
that happened in more than one instance?

Mr. Barry. Yes, that’s happened with a number of others.

Mr. MabpicaN. Is there any evidence yet as to whether or not
AZT affects the ability of a person to transmit or communicate the
AIDS disease?

Mr. Barry. No, there are no data to support that. What we have
fourd in clinical studies is that evidence of viral multiplication
within the body diminishes greatly when the patient is on the
drug, as manifested by what’s called the P-24 core antigen circulat-
ing the body. However, the amount of virus in the body, which is
often in a so-called latent or non-replicating state is not decreased,
because the drug is effective only againsi multiplying viruses. So if
one removes blood cells from patients who are on therapy, one can
still recover virus from them.

Mr. MapiGaN. With regard tc our own blood supply in the
United States, I'm told that in going back now and testing this
blood supply, some contamination is found in blood going all the
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way beck to blood donated in 1977. Does that concur with what you
understand to be the case?

Mr. Barry. Again, I’'m not an expert in this area, but my under-
standing that the beginning of detection of virus in the American
population in a very small number of patients did date from
around that period.

Mr. MapiGaN. So it’s possible for people to be AIDS patients
today who are not homosexual, not intravenous drug users, but are
merely people who at some point in time in the last 10 years were
transfused; is that correct?

Mr. Barry. That is correct.

Mr. MabpiGaN. There is an ethical question, it seems to me, in de-
termining priorities for the distribution of this drug. Since one
group of potential recipients has a greater potential for the trans-
mission of the disease than other groups, has there been any dis-
cussion of that ethical question within your company or between
your company and health officials in the United Sta*es?

Mr. BaRry. I'm sorry, 'm not sure what you mean by some pa-
tients having a higher potential for transmitting the virus.

Mr. MapiGan. If a homosexual patient gains weight, has an in-
creased sense of well-being, improvement in various measures of
the immune system, and as you have testified, is able to go out and
go back to work, doesn’t that person have a greater capacity for
transmitting the disease than someone who has the disease as a
result of having received a blood transfusion?

Mr. Barry. Not to my knowledge, because the amount of virus
that patients have varies tremendously. It does not appear to be
necessarily related to how they acquired it—certainly not be blood
transfusion. There is some evidence thet patients who are hemo-
philiacs may have less virus than other patient populations. But
there is no question that many asymptomatic patients have a very
large amount of virus.

I'm not quite sure of your question.

Mr. MabicaN. If one person has acquired the disease as a result
of a blood transfusion and another as a consequence of sexual
haﬁ)itg), is one more likely to refrain from sexual activity than the
other?

. Mr. Barry. I'm really not an expert in that area, and I just don’t
now.

Mr. MADIGAN. I'm not quediic ‘ng whether or not you're an
expert. ’'m questioning whether ¢ n0t there has been any discus-
sion of this within your company ur between your company and
U.S. health officials.

Mr. Barry. The only discussion we've had has been with academ-
ic experts looking at the ability to culture virus from hemophiliacs
versus non-hemophiliacs. But in terms of the question you've
asked, it hasn’t even been in that context, no.

Mr. MapiGan. Two finel questions. Is the present cost of this
therapv comparable to the present cost for other types of therapies,
such as the use of immunosuppressive drugs for organ transplants?
Cyclosporin, for example.

Mr. Barry. It’s roughly comparable, but I don’t have a precise
number.
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Mr. MADIGAN. And finally, can you tell me how many other com-

panies here and internationally are engaged presently in research
and development activities on a drug similar to AZT? Do you have
ang[information on that?

r. BARRY. I don’t have the precise number. I believe the Phar-
maceutical Manufacturers Association is gathering data along
those lines. Certainly, there are a very large number of companies
who are working both on the chemotherapy of acquired immunode-
ficiency syndrome, as well as the diagnosis and prevention of that
disease. It would be in the 20 to 50 to higher range, depending on
how broad one wants to be in defining what research is in that
area.

Mr. MapiGAN. And that would not include organizations like the
Pasteur Institute in Paris, for example? These would only be pro-
prietary companies that you’re giving us a count on?

Mr. Barry. Obviously the Pasteur Institute is working on it, but
a very substantial of private pharmaceutical companies are also
working in this area.

Mr. MabiGAN. I have no other questions.

Mr. WaxMAN. Thank you, Mr. Madigan. Mr. Wyden, it’s your
time, but I'd like to ask you if you’d yield to ask one question.

Mr. WypeN. I'd be hal;)) y to yield to the chairman.

Mr. WaxmaN. The a i;l)lty to transmit the disease is not related
to the source of infection. A likelihood to transmit or resume
sexual activily obviously depends on the individual, the counseling
that individual might have had, and the education about transmis-
sion. Isn’t that a correct statement?

Mr. Barry Yes.

Mr. WYpEN. Thank you, Mr. Chairman. If I might start back on
the point the chairman made with respect to pricing. I think your
comments established that there was a lot of uncertainty about
how much it would cost the company to develop the drug and how
much you might make on it. The profit picture in your mind was
uncertain.

My question to you then s, did the company set the price ran-
domly? How did the corpany set the price?

Mr. HAIGLER. Mr. Wyden, if I may, ir arriving at the price, as I
said, we looked at all of those factors of cost we knew at the time,
what is was developing into in term of the research and develop-
ment and production cost, what it seemed it was going to cost us to
distribute the drug, taking into account the substantial financial
investment that we had made.

And the price was not randomly set. It was set very carefully
taking into account all of those factors. The fact that we need to
generate revenues to support continuing research on this and other

rugs. And at the same time taking into account the needs of the
patients.

Mr. WypeN. Did Burroughs think about——

Mr. HAIGLER. We just didn’t pick a number out of the air.

Mr. WypeN. Did Burroughs think of the number of Americans
who are capable of paying for the drugs, when it set the price. I
haven’t heard you mention that? In setting the cost of AZT did the
company think about all the people who can’t pay. Did they factor
that into the pricing structure?
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Mr. HaicLer. Certainly the cost of the drug was—the price of the
drug itself, as I said, was determined considering a lot of factors. I
think it’s important to remember that drug therapy is just one ele-
ment in the cost of treating AIDS. And as we said and stated, RE-
TROVIR therapy does appear to substantially lov-er the present
cost of treating AIDS patients.

So we think that the drug will be cost effective, although that
data is limited at the preser.c time.

Mr. WyDEN. If you considered the predicament of all the people
who can’t pay, could you give us an estimate of the number of
people who can afford your drug?

r. HaIGLER. I have no data on that at all, Mr. Wyden.

Mr. WypeN. Then you must not have ronsidered all those other
people. You had to have made some rough calculations, otherwise
you’'d be pricing yourself out of the market all together.

Mr. HAIGLER. %Ve didn’t make any calculations as to how many
patients could or couldn’t afford the drug. The matter of payment
for drug therapy is, we believe, not just a concern for us alone; a
concern for health authorities, too.

Mr. WypeN. We certainly agree with that. But I think the proc-
ess you’ve described is pretty close to a process of setting the price
at random. I’ve asked you whether you considered all these people
who couldn’t pay, and the limitations of the government programs.
I then asked specifically if you could give us an estimate of how
many people wou'd be able to afford the drug, and you said, no.

Mr. HailGLER. [ don’t think—I know that we don’t have the
answer to that question, sir. And I don’t know that anyone has the
a]?sv:ier to that question, how many people will not be able to afford
the drug.

Mr. WypEN. Did you assume that AIDS patients are going to
come up with the money? Or did you assume that the government
was going to come up with the money?

Mr. HAIGLER. I guess we assumed that the drug, if it was an ef-
fective drug, that the drug would be paid for in some manner by
the patient himself out of his own pocket, or by third-party payers,
whether insurance companies or by employers with insurance pro-

ams, or by the public health authorities if in fact the patient

imself could not pay for it. We really didn’t get into a lot of calcu-
lations along those lines.

Mr. WypeEN. How much if the bill did you think the Governme:t
might pay? It just seems to me, you are all basically doing this in
the dark. I asked you a question with regard to some of the gut
issues; how many people you think will be able to afford it? What
are we going to do about the people who can’t? It just seems to be
veri; murky ground, and 1 don’t get any indication that the compa-
ny has made any calculations at all.

Mr. HAaiGLER. We certainly made calculations, as I said, about
what costs we've had in it, our need to recover those costs, and
tried to take into account the fact that it is an expensive drug. In
terms of trying to determine exactly how many patients could
afford to pay for this drug out of t{eir own pockets, we really
didn’t get into that at all.

Mr. WypEN. I know overseas things are very different. Some
have national systems and can tell a company, such as Burroughs
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Wellcome, exactly what they are going to pay. I gather that the

United States price doesn’t take that into account.

WMr. HaiGLER. I can’t speak to whe. will happen overseas, Mr.
den.

r. WypEN. I didn’t ask about overseas. We know what is hap-
pening overseas. The United States pricing structure doesn’t take
what 1s gong on overseas into account, does it?

Mr. HAIGLER. I really don’t understand your question.

Mr. WypeN. Let me say it again. Overseas with the nationalized
systems, the government tells the company exactiy what they are

oing to pay. So you have a process for making these calculations.

e American pricing structure doesn’t take that into account,
does it?

Mr. HaiGLEr. The American pricing structure is a free pricing
structure, yes.

Mr. Waxman. Will the gentleman yield?

Mr. WypgN. Be happy to yield to the chairma ..

Mr. Waxman. The Xmerican pricing structi re is based on mo-
nopoly that we give to a manufacturer of a dru,* as an inducement
to make the investments for research and deve,>pment to produce
new drugs. But we, nevcrtheless, dgive a patent v-hich is a monopo-
ly, and therefore, when you decide what would ve an appropriate
price you're basing your decision with the knowledge that you have
monopoly control over that drug.

Mr. WypeN. I just have one other question and we'll move off
this pricing issue. If AZT could prevent infection from turning into
full-blown AIDS, obviously a large amount of treatment costs could
be saved. Does Burroughs Wellcome have any trials underway on
early intervention with AZT?

Mr. HaicLER. That is 2 question I think Mr. Barry can answer.

Mr. Barry. We obviously have some trials continuing to go on
with AIDS-related complex, ARC, and we will be initiating a study
in asymptomnatically infected patients in the relatively near future,
within a few months.

Mr. WypEN. Thank you, Mr. Chairman.

Mr. WaxMaN. Thank you, Mr. Wyden. Mr. Dannemeyer.

Mr. DaANNEMEYER. Thank you, Mr. Chairman. Who's responsible
for the name AZT? Is that your company?

Mr. Barry. That’s correct. Its name right now is, its trade name
is RETROVIR, and its U.S. approved name is Idovudin.

Mr. DanNEMEYER. Have you applied for a patent?

Mr. BARry. Yes, we have.

Mr. DANNEMEYER. When?

Mr. Barry. I can't say exactly. I think it was about a year and-a-
half ago.

Mr. DANNEMEYER. And your company has the capacity to
produce drugs that will treat about 30,000 people a year, right?

Mr. BARRY. At present. But as Mr. Haigler emphasized, that cir-
cumstance is rapidly evolving and may be improving above that.
We just can’t say right now.

r. DANNEMEYER. What claims do you make for this drug? Will
it cure a person with AIDS to make them healthy?

Mr. Barry. No, it will not cure a patient with AIDS, if by cure
we mean elimination of all vestiges oi the virus from their body
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forever. What it does do is it decreases their mortality rate. That
is, decreases the chance they have o. dying, at least over the now
nine or more——

Mr. DaANNEMEYER. Wait 2 minute. It won’t cure it. They're going
to die, aren’t they?

Mr. Barry. Some will. Whether all of them will die or not is dif-
ficult to say because the clinical studies have been goi. g on—the
first patient received the drug in July of 1985. The clinical studies
have only been going for 18 months.

Mr. DANNEMEYER. You're not claimir it will cure AIDS.

Mr. Barry. That’s correct.

Mr. DANNEMEYER. What you’re saying is it will prolong——

Mr. BArry. It improves the quality of life of patients with AIDS
and certain patients with AIDS-related complex, those whe mani-
festations of severe immunr dysfunction. And it decreases their
chance of dying, at least over the observation period, which has
now been extended from 6 to greater than 9 months. And we have
some patients who have been on the drug for over 18 months and
are doing well. Now whether they will continue to do well, or
whether all patients can tolerate the drug that well and have an
improvemr.nt in their quality of life for what period of time, we
don’t know. And we have to continue to observe these p~tients.

Mr. DanNNEMEYER. How long have we been administering this
drug to patiente in this country?

Mr. BARry. Since the beginning of July of 1985.

Mr. DaANNEMEYER. How many patients have received it?

Mr. Barry. Over 5,000 patients have received the drug, but not
beginning in July. Many of those patients are patients who have
been on the treatment IND which began—investigation of new
drug exemption—which began in October of 1986. But we have
over 200 patients who have gone well over 9 months now on the
drug. And we have a smaller number who have gone over a year.

Mr. DanNzMEYER. How often is the drug taken?

Mr. BaArry. The drug is taken every 4 hours.

r. DANNEMEYER. Through what form? Is it orally?

Mr. Barry. It’s in crpsules. Two capsules every 4 hours around
the clock.

Mr. DANNEMEYER. And the cost per patient per year is $8,000 to
$10,000?

Mr. Barry. That’s correct.

Mr. DANNEMEYER. 1 was interested when you were asked cbout
how you projected your costs in the iree enterprise that exists in
this country, you definitely dodged any revelation of the internal
machinations of the {)ricing projection, which I think frankly. yoa
have the right to do. I think that’s proprietary information and you
can charge in our system just what the market will bear.

We may in our society be at a very profound public policy posi-
tion given the epidemic we are facing, that from a public policy
standpoint we m.y have to look at the way you are costing this
drug which will be available to the public. Because i1 your patent is
granted, you’ve got a patent on the drug that will alleviate human
suffering, which the taxpayers of this country for humanitarian
reasons have said publicly will be available to any person on the
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perceived need of the provider independent of the ability of the re-
cipient to pay as a public policy. We all know we’ve said that.

So we’re talking about $10,000 per patient per year. And the Sur-
geon General has said we'll have 27&000 people with AIDS in the
next 5 years. And I think that's low. That’s 54,000 a year times
$10,000 would be a half a billion dollars just in drug costs to take
care of these people. Not to cure them, but to hopefully make a
better life for them.

And the nature of our system, the competitors out there are at
liberty to develop a competitive drug which will render your drug,
frankly, less desirable in the marketplace. We all know that. Hope-
fully, they’ll come up with one that will bring a little discipline to
your price. That’s our system.

And maybe some scientist can develop a drug that, as I say, will
treat this disease more effectively at a price that is more attractive
to those in this country who obviously are going to have to pay for
it, namely the taxpayer.

How long had you been working on this drug before it began its
clinical trials in July of 1985?

Mr. BARrRY. Approximately just under 1 year, about 9 months.

Mr. DaNNELEYER. What do you know about what our competi-
tors are doing: Any knowledge about that. Do the trade journals
talk about it?

Mr. Barry. Well, there are certain compounds that are in Phase
I or Phase II studies, and we are aware that they are in studies.
We, ourselves, are continuing to look for new and better and less
toxic therapies for AIDS, as are a number of other companies.

Mr. DANNEMEYER. To your knowledge, have there been any other
applications for patents from producers of drugs that are designed
to treat persons with AIDS?

Mr. BARRY. Oh, yes, a very substantial number.

Mr. DANNEMEYER. How many?

Mr. Bagrry. I don’t know the number, but a very substantial
number.

Mr. DANNEMEYER. How many are currently being clinically pre-
scribed by medical personnel for relieving symptoms of ARC or
AIDS today that you have knowledge of, besides AZT?

Mr. Barry. Well, there are none that have been shown effective
in that area. There are clinical trials of at least three or four dif-
ferent chemical entities and probably a va.iety of irnmune thera-
pies, four or five of those. But none are being prescribed in the
usual therapeutic sense for the treatment of these diseases.

A large number of drugs are being used to treat the complica-
tions of AIDS, such as pneumocystis carinii pneumonia, CMB reti-
nitis, a wide variety of other infections that these patients have.

Mr. DANNEMEYER, Has your company considered the possibility
of licensing the production of this drug by other companies, so that
the total produced will come closer to tzl'tting the need of society
than the capacity of your company to produce?

Mr. HAIGLER. If I may, Mr. Dannemeyer, I might speak to that
point.

We have not considered licensing. We don’t think that in the
case of RETROVIR that compulsory licensing would accomplish
anything.
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As regards the supply situation—
hMr. DANNEMEYER. Wait just a minute, sir. I don’t understand
that.

I'm not tamiliar, of course, with the production of a drug, but
other drug companies, I suspect, are, and if your capacity only per-
mits you to produce enough to service 30,000 patients a year, and
we're going to have more patiente than that in the United States
and probably worldwide, doesn’t it appear prudent, from a public
policy standpoint, to be thinking about making other productive ca-
pa(iities of drug companies in America able to produce this drug as
well.

Mr. HaicLER. The supply situation, as we said, is improving rap-
idlK.s We expect it to substantially resolve itself in the near future.

far as the ability of anyone else to get to a very high level of
production capacity for this particular drug before we have re-
solved the situation ourselves, I don’t know that, but I would doubt
it. I just don’t think that compulsory licensing in this particular
case would improve the supply situation.

Mr. DANNEMEYER. What's the problem in terms of producing
more? Is it a lack of supply or a lack of capacity to assimilate——

Mr. HAIGLER. It’s a matter of having had to, in the riatter of just
a couple years time, go from a point of practically no material at
all being produced anywhere, except in grams for laboratory pur-
poses, to where we are today, producing tons and tons of the mate-
rial and having to gear up our production facilities and production
capacity to be abl: to produce these tons of material in those quan-
tities. Usually that takes a pretty good while.

Mr. WypeN. Would the gentleman yield?

Mr. DANNEMEYER. I sense from what you’re saying—go ahead.

Mr. Wypen. Well, the gentleman has touched on an important
area. I'm just very curious as to what will happen when the next
drug comes along. What will the policy be for handling that?

Mr. HaiGLER. You mean a drug from us? Or a drug from some-
one else?

Mr. WyYpeN. You, or someone else.

Mr. HaiGLER. Whose policy?

Mr. WypeN. Well, I think it’s really the Government’s policy.
This is such a vague area that you just wonder how the next one is
going to be handled.

Mr. HaiGLeR. Well, I can’t speak to the next one. I can just sa
that we do believe that the supply situation is evolving very rapid-
ly, and very shortly we're going to be—we’ll have that resolved.

Mr. WypEeN. I thank the gentleman.

Mr. WaxmaN. Thank you, Mr. Dannemeyer. The gentleman’s
time has expired.

Mr. Sikorski.

Mr. Sixorsk1. Just a couple of questionc. Earlier you said that
the pricing mechanism was a reflection of a host of things—return
on investment, production cost, R&D.

Then as I understand it, analysis of R&D was fuzzy. You couldn’t
identify the R&D cost. And then Mr. Wyden was told that you used
R&D costs as the basis for price again.

How can you use them if you don’t know them, if they can’t be
rationally segregated out?

o9
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Mr. Barry. Well, I wanted to emphasize that the research costs
are great, but the precise costs would be considered proprietary in-
formation. But I was making the point that the cost of clinical
trials, which I believe that the chairman was referring to, was not
significantly less than the clinical trials for most any other drug,
because of the extreme expense in studying these natients.

We accelerated clinical trials, and we had a limited number, but
it didn’t lower our costs significantly. It merely compressed them
into a shorter timeframe.

Mr. Sikorski. Let me understand this. You know the R&D costs.
They're defined. They’re just not available to us in this kind of
forum because of your proprietary concerns.

Mr. Barry. That’s correct.

Mr. Sikorsk1r. What would you say to the cynics who would say
that your pricing is a reflection of an exclusive market, an analysis
of tggd g)hort-term nature of that market, and “get while the getting
lS g ? 23]

Mr. Bagrry. I think I'd say they were wrong. The costs that we
have are a reflection of all the multitude of factors that Mr.
Haigler listed, not onl{ the cost of research and development, the
cost of raw material, the expense of scaling up, capital investment,
and in particular the uncertainty of the future—that is, how long
will this drug be considered to be the drug of choice or even prefer-
able for any of the patients infected?

Mr. Sikorski. Have you focused—this drug is not without some
severe, serious side cffects; is that correct?

Mr. Barry. That is correct. A number of the patients who receive
the drug, particularly those who have very poor bone marrow func-
tions before they receive 1t, have a depression in that marrow func-
tion, which is manifest~d by a significant anemia and at times
what’s called a sranulocytopenia—that is, a lowered number of
white cells.

Mr. Sikorski. There are some toxic effects other than bone
marrow suppression, ar n’t there?

Mr. Barry. Those are *he primary toxic effects. There have been
some reports of patients who have had headache and nausea and so
on. Taose tend to be much milder and much more difficult to dif-
{frentiate from the baseline symptoms that many of these patients

ave.

Mr. Sixorsk1. Thank you.

Mr. WaxMAN. Thank you, Mr. Sikorski.

To put this thing in perspective, I do want to go back to where I
started, and that's that you have done an outstanding job in pro-
ducing this drug. It has been desperately needed. You’ve taken the
risk. You’ve made the investments, and now you have a drug that
means life or death for a certain period of time for many, many
AIDS patients.

But in setting your price for that drug, you have the ability to
set it under a framework where you recognize you have a monopo-
1{ over that drug. So you could figure to recoup your research and

evelopment investment and all yrur other investments, and to get
a profit on top of that—you’re entitled to it.

he question is: What is an adequate profit when you’ve got a

drug that, if you set it at a price that’s going to be too high, some
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people are going to have to, by the nature of economics, go without
this lifesaving drug?

And 1 gather from the answer to questions from Mr. Wyden,
while you had many considerations that you took note of in setting
your price, one was not the ability of the patient to pay. Your ex-
pectation was that those people who wanted to buy this drug will
come up with the money, and if government couldn’t abide by the
idea of people going without the drug because it meant death to
those people who couldn’t afford it, that the Government would
step in.

Well, that offers a real dilemma to us. In the hospital sector, we
have DRGs where we have said to the hospital, “This is what we
think is reasonable for you to get paid,” and we established the
amonzt.

in other areas where we have monopoly control over a service or
a product, rnment has stepped in as well and established what
would be & _ .sonable return on the investment.

We can’t second-guess your evaluation of a reasonable return on
your investment, since you're not telling us what your investment
was. But then even if you did tell us what your investment might
be, you have the other factors which you appropriately raise: What
is the future marketability of this drug, other competitors, et
cetera.

I don’t want to be critical of you, because you’re operating within
the system that you didn’t create, and you're benefitting from it,
and you've done well for society in producing this drug. But it
highlights the dilemma for us.

Mr. Dannemeyer said that the drug would be paid for. I guess
with our next series of witnesses, we're going to try to determine
whether that’s the case, whether the drug will be paid for, because
otherwise the reality will be that those who can’t pay for it will go
without.

Mr. WypeN. Mr. Chairman, could I just ask one other question
on the pricing matter?

Mr. Waxman. Sure.

Mr. WypEN. You know, again, I think the chairman has stated
my concerns very well. But let me try another approach with re-
spect to this pricing issuz.

Why didn’t you set the price at $100,000 per patient?

Mr. HaiGLER. Well, I think that—you know. How can I answer
that question? I think that would have been completely out of the
realm of anything reasonable at all. We had to set the price at a
reasonable level, and I would like to say also, in rebuttal to your
statement about the needs of patients, we have taken inlo account,
we think, the very real needs of the patients for whom this drug
was developed. We've had a great concern about this.

Our people at Burroughs Wellcome Co. pride themselves on pro-
ducing drugs that will help alleviating illness and provide a better
life to those people who have medical problems. And I think one of
the Prides that we have here is being able to produce this drug
thut’s going to help a lot of people.

So I do think the needs of these patients were very carefully con-
sidered. In terms of trying to, in our own system within our own
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company, decide on how many patients could or couldn’t afford the
drug, we had no way of determining that.

We are trying to set the price based on what we “hink is a rea-
sonable price for this drug that is shown to be effectiv= for this par-
ticular disease.

Mr. WyDEN. The chairman needs to move on.

I must tell you, I'm still unclear about how you arrived at
$10,000, rather than $30,000 or $25,000. I appreciate your feeling
that $100,000 is unfair. But I must tell you that I think the pricing
System is ciose to a random system. .

Thank you, Mr. Chairman.

Mr. WaxMAN. Thank you, Mr. Wyden.

Gentlemen, we appreciate your testimony, and I think you sum-
marized your position well in your last statement. I appreciate it.

Mr. HaiGLEr. Thank you, Mr. Waxman.

M-. WaxMman. For our next witinesses, we wish to call forward
Dr. Robert Windom, Assistant Secretary for Health, Department of
Health and Human Services, and Dr. William Roper, Administra-
tor of the Health Care Financing Administration, Department of
Health and Human Services.

Let me at this time ask unanimous consent that all members be
permitted to insert an opening statement at the appropriate point
in the record.

Without objection that will be the order.

Dr. Windom and Dr. Roper, we want to welcome you to our sub-
committee hearing this morning. Your prepared statements will be
made part of the record in full, and we'd like to ask you if you each
would summarize in around 5 minutes.

STATEMENTS OF ROBERT E. WINDOM, ASSISTANT SECRETARY
FOR HEALTH, PUBLIC HEALTH SERVICE, DEPARTMENT OF
HEALTH AND HUMAN SERVICES; AND WILLIAM L. ROPER, AD-
MINISTRATOR, HEALTH CARE FINANCING ADMINISTRATIO:~

Mr. WinooM. Thank you, Mr. Chairman and members of the
committee.

Dr. Roper and one that is very much I are here to discuss AZT,
azidothymidine, which is an experimental drug which has proven
to be of value in the treatment of certain patients with AIDS, ac-
quired immune deficiency syndrome.

With me today are Mr. Lowell Harvison, Deputy Assistant Secre-
tary for Health; Dr. Maureen Myers, Chief of the Treatment
Branch of the AIDS Program at the National Institute of Allergy
and Infectious Diseases; Dr. Bruce Chabnor, who is Director of the
Division of Cancer Treatment at the National Cancer Institute; and
SD;'. Gary Noble, who is the AIDS Coordinator for the Public Health

rvice.

With your permission, then, I would like to have my entire state-
ment submitted for the record, and I will give you a summary.

To date, 31,982 AIDS cases have been reported in this country
with some 18,462 deaths. We estimate that 1 million to 1.5 million
more Americans are infected by the AIDS virus.
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Remarkable progress has been made in research on AIDS. Still,
as we've heard before, we have no effective cure, and general avail-
ability of an effective AIDS vaccine is some years in the future.

I would like to highlight the elements of the PHS Drug Develop-
ment Program. We have developed a special process to supplement
the normal, private-sector drug development system. It is a collabo-
rative program of the NIAID and the NCI established in 1986 to
identify potentially effective and therapeutic agents and move
them carefully and systematically through a process which will
make them available to the public both quickly and responsibly.

Two committees have been established by the Public Health
Service to guide the drug selection process at the National Insti-
tutes of Health. After candidate drugs are identified, they must be
produced in large quantities and distributed to investigators for
preclinical and eventually for clinical testing.

Scale-up production and animal studies of toxicology, pharmacol-
ogy, and bioavailability are performed on candida‘z drugs, under
contract, for AIDS prior to initiating clinical studies in man. Once
animal studies have identified a dose with potentially acceptable
toxicity, then initial small clinical studies can begin in patients.

Once a drug is approved for use in patients, it may be evaluated
in the NIAID-funded Aids Treatment Evaluation Units, ATEU’s,
for Phase I and II clinical trials of candidate therapeutic agents at
medical centers throughout the Nation.

An AIDS Clinical Trial Coordinating Center was created to
permit centralized data analyris for these geographically dispersed
units and to 2nsure compliance with regulatory requirements. Data
from controlled clinical trials conducted in these units are evaluat-
ed by an independent Data and Safety Monitoring Board. This
oversight allows the early termination of a trial due either to effi-
cacy or unanticipated toxicity. The attached chart outlines key
events that have led up to where we are today with AZT, to your
left. It also is with the presentation.

The first phase of human testing for AZT was conducted from
July to December 1985 at the NCI and Duke University. Because
results of these very limited trials were promising, Burroughs Well-
come bégan a Phase II controlled clinical trial in February of 1986.
This study was designed to test the drug’s safety and effectiveness
in persons with AIDS who had an episode of pneumocystis carinii
pAneélmonia, known as PCP, and in selected persons with advanced

RC.

On September 10, 1986, the Data and Safeﬁ; Monitoring Board
reviewed preliminary data from this study. These data showed a
significant difference in survival between patients who had re-
ceived AZT versus those who had received placebo. The data also
showed that the group receiving AZT had a decreased number of
significant AIDS-related medical complications, including opportun-
istic infection, compared to the placebt:dgroup.

One week later, the Board conducted a more in-depth review of
the data and recommended that the placebo arm of the Phase II
trial be terminated.

During this time, I convened meetings of our senior Public
Health Service officials in order to independently assess develop-
ments onr the latest AZT data and their implications for wider dis-
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tribution of the drug. The NIk and FDA officials met with the offi-
cials of Burroughs Wellcome to develop a proposal for a coordinat-
ed approach to distribute AZT. )

On September 19 of 1986 I held a joint press conference with
Burroughs Wellcome to announce that all patients who were cur-
rently in the phase 2 trial would receive AZT. In addition, AZT
would be made available to certain AIDS patients under a compa-
1 ny-sponsored IND. Not only had FDA moved with great speed to
frant AZT treatment IND status, the agency also waived the usual
ocal institutional review board requirement as part of an overall
effort to move without delay.

An 800 number hotline was established at NIH for AZT informa-
tion and distribution. A center managed by NIAID was established
for the registration of patients and their pharmacists and physi-
cians for AZT treatment, for the receipt and evaluation of applica- .
tions for use of the drug, and for the monitoring of laboratory data
fenerated from patients receiving the drug. All this happened in
ess than 2 weeks.

On February 16, 1987 Burroughs Wellcome Co. assumed from
NIAID full responsibility for coordinating the AZT treatment IND.
From September to February, under that treatment IND 4,228 pa-
tients and 2,112 phgsicians were registered, 919 pharmacists were
registered, and 35,200 hotline calls had been answered.

IH scientists have continued to study AZT in AIDS patients.
Clinical trials are now in progress to test the drug’s safety and po-
tential efficacy in AIDS patients with Kaposi’s sarcoma, pediatric
AIDS patients and AIDS patients with dementia and other related
neurological disorders. It is worth stressing the AZT again is only a
first steg.

AZT has significant toxicity in some patients, particularly in
those with anemia and depressed white blood cells. Patients with
advanced disease seem to be at greatest risk for these side effects.
Therefore, we are continuing our antiretroviral drug development
program, and in the future we can expect a number of new thera-
peutic strategies to emerge.

Now I want to hi%hlight the steps the PHS has taken to make
AZT available to AIDS patients. In September of 1986 the FDA es-
tablished what we call a 1AA classification system for potentially
useful drugs for AIDS. Assigning them the highest priority assures
ex{Jedited review.

n December of 1986 Burroughs Wellcome Co. submitted to FDA
a new drug application for AZT. On January 16 of this ’Fﬁar the
application was reviewed by an FDA advisory committee. The com-
mittee recommended approval of AZT for AIDS patients with cer-
tain opportunistic infections and for certain patients with advenced
ARC. The committee further recommended extensive post-approval
patient monitoring and reporting by the drug’s manufacturer and
approved of the company’s intent to develop a system for controlled
distribution of the drug.

As we move ahead with final approval decisions for AZT, all of
these appropriate scientific issues must be waived and analyzed ex-
peditiously. We are all aware of the important ramifications of the
approval action. It’s direct effects on the health of patients, its
major implications for the testing and evaluation of other drugs for
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the treatment of AIDS, and perhaps more indivectly the precedents
that they may set for the development, evaluation and approval of
other drugs for the treatment of AIDS.

This is a very devastating disease, and I pledge to you that the
Public Health Service remains committed to our efforts to alleviate
the suffering and death it causes.

This completes my statement, Mr. Chairman. And I'll be glad to
answer questions after Dr. Roper has submitted his.

[The prepared statement of Mr. Windom follows:]

PREPARED STATEMENT OF RoBerT E. WiNDOM, M.D.

Mr. Chairman and members of the Subcommittee, Dr. Roper and I are here to
discuss AZT (azidothymidine), an experimental drug whick: has proven to be of value
in the) treatment of certain patients with acquired immune deficiency syndrome
(AIDS).

To date, 31,982 AIDS cases have been reported in this country, with some 18,462
deaths, We estimate that 1 million to 1.5 million more Americans are infected by
the AIDS virus and can spread it to others, even though they may currently si.ow
no signs of illness. Present data indicate that approximately 20 to 30 vercent of
these persons can be expected to develop AIDS itself within the next 5 years

Remarkable progress has been made in research on AIDS, including identification
of the AIDS virus; ensuring the protection of the blood supply and clotting factors
used by hemophiliacs; sabsequent identification of AZT, an agent which has been
shown to prolong the life of a select group of AIDS patients; initiation of clinical
trials; and development of public health guidelines. Still, we have no effective cure,
and general availability of an effective AIDS vaccine is some years in the future.

DRUG DEVELOPMENT

Before proceeding with a discussion of AZT, I would like to review the elements of
the PHS drug development program. Because of the importance that the PHS places
on AIDS, we have developed a special process to supplement the normal private
sector drug developmnt system. It is a collaborative program of the National Insti-
tute of Allergy and Infectious Diseases (NIAID) and the National Cancer Institute
(NCD establishe. in 1986 to identify potentially effective therageutic agents and
move them carefully and systematically through a process which will make them
available to the public both quickly and responsibly.

Two committees have been established by the PHS to guide the drug select on
Br;c at the NIH. The NCI has the lead responsibility for the Preclinical Drug

ision Network Committe~. This committee is responsible for developing effective
agents against the AIDS vii 1s; evaluating the antiretroviral activity of candidate
agents from screening programs, drug development programs and cther sources;
and, bring candidate agents through appropriate preclinical evaluation and develop-
ment.

The NIAID has the lead responsibility for the AIDS Clinical Drug Developmem
Committee. The objectives of this committee are to review and evaluate candidate
agents or therapies to control HIV infections, opportunistic infections and malignan-
cies and to reconstitute the immune system. Candidate agents approved by this com-
mittee are recommended to the NIAID for clinical evaluation in the AIDS Treat-
ment Evaluation Units (ATEU’s).

After candidate drves are identified, they must be produced in large quantities
and distributed to investigators for preclinical and eventually for clinical testing.
This has been done through augmentation of existing NCI contracts that currently
r oduce and formulate anti-cancer drugs.

Scale-up, toxicology, pharmacology, and bioavailability studies on candidate drugs
are performed under contract in animals to test drugs for AIDS grior to initiating
clinical studies in man. These preclinical studies are expensive and logistically com-
plex operations. .

Once animal studies have identified a dose with potentially acceptable toxicity
then initial small ¢ .cal studies can begin in patients.

AIDS TREATMENT EVALUATION UNITS

Once a drug is approved for use in patients, it ma,yl"be evaluated i, NIAID-funded
ATEU’s st medical facilities around the country. These units perform multi-cen-
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tered Phase I and Phase II clinical trials of candidate therapeutic agents thrcughout
the United States. Phase I trials are intended to carefully assess the safety of the
drug and to determine any phaymacologic effects that can be monitored. The
number of patients entered into these pilot trials is necessarily limited until ‘he ini-
tial assessment of toxicity is determined. As data are accumulated, studies are
gradually expanded in scope and size to obtain safety and efficacy data. Phase II
consists of controiled clinical trials designed to demonstrate the effectiveness and
relative safety of a drug. Normally, these are performed on closely monitored pa-
tients of a limited number—seldom will the number go beyond 100 to 200 patients.

An AIDS Clinical Trial Coordinating Center was created to permit centralized
data analysis for these geographically dispersed units and assure compliance with
regulatory requirements.

Data from controlled clinical trials conducted in the units, are evaluated by an
independent Data and Safety Monitoring Board (DSMB). This Board composed of
scientists, statisticians and ethicists, periodically review data from ongoing trials.
This oversight allows the early termination of a trial due to either unanticipated
efficacy or toxicity.

CHRONOLOGY OF TESTING AZT

At this time, let me take a few moments to review key events that have led us to
where we are today with AZT (see attachment). In 1964, a 3'-azidothymidine was
synthesized at the Detroit Institute for Cancer Research (now the Michigan Cancer
P?gl‘mdation) under the support of an NCI grant to discover new anti-cancer agents.
The drug did not show appreciable activity a8 an antitumor agent and was subse-
quently shelved.

In 1974, it was noted that AZT was active against the Friend erythroleukemia
virus (a retrovirus) in a cell culture system. This observation was not pursued, be-
cause retroviruses were not known to exist in humans. For the next decade, Bur-
roughs Wellcome manufactured AZT for non-human applications.

In February 1985, the NIC, under the direction of Dr. Samuel Broder, tested AZT
and found that it was a potent inhibitor of HTLV-III in vitro. Burroughs Wellcome
then entered into a commitment with the NCI to pursue the clinical development of

AZT, and the company assumed the responsibility of doing the necessary animal
toxicology. The NCI assisted by providing starting stocks of raw materials (thymi-
dine) for manufacturing the drug.

The in uvitro data demonstrated the activity of AZT against multiple strains of
human HTLV-III, and defined a range of in vitro dosing.

In June, 1985, an Investigational New Drug Aj)plication (IND) was issued to the

NCI to begin Phase I testing in patients, and on July 3, 1985, the first AIDS patient
received AZT in the NIH Clinical Center. Additional patients were enrolled at both
Duke University and the Nci shortly thereafter

The Food and Drug Administration {FDA) also has provided assistance to the
drug’s developers through the Agency’s Orphan Product Development Program.
This promotes promising new drugs and biologics for relatively rare diseases includ-
ing AIDS, by providing their manufacturers with the opportunity to raceive tax in-
centives, grants, and exclusive seven-year marketing protection AZT was awarded
Orphan Drug status by FDA in July 1985.

¢ RESULTS IN CLINICAL TRIALS OF AZT

The first phase of human testing for AZT, involving only 33 patients with AIDS
and AIDS-related Complex (ARC), was conducted from July to December 1985 at the
NCI and Duke University. The studies showed that the drug was well absorbed after
oral administration. It was also determined that AZT does cross the blood brain bar-
rier. This is important because involvement of the central nervous system is
common in patients with HIV infection. The patients enrolled in the Phase I studies
continue to be followed for evidence of toxicity, and for evidence of the effect of the
agent on the eventual outcome of the disease. The longest period of patient observa-
tion has now reached 18 months.

Because results of these very limited trials were promising, Burroughs Wellecnme
began a Phase II controlled clinical trial in February 1986. This study was designed
to test the drug’s safety and effectiveness in persons with AIDS who had an episode
of Pneumocystis carinii pneumonia (PCP) and in selected persons with advanced
ARC. Close to 300 patients were involved in the comi)any sponsored multicenter
trial, which was a randomized comparison of AZT and placebo. Prior to starting this
study, the company asked the NIH to establish a DSMB to perform periodic analysis
of safety and efficacy.
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On September 10, 1986, the DSMB reviewed preliminary data from the study.
These data showed a significant difference in survival between patients who had re-
ceived AZT versus those who had received placebo. The data slso showed that the
group receiving AZT had i decreased number of significant AIDS-1elated medica:
complications, including opportunistic infections, compared to the placebo group.
This was true of both patients with AIDS and certain advanced ARC patients. In
addition, weight gain and improvements in daily activities, as well as improvements
in immune function noted during the Phase I studies were confirmed. One week
later, the DSMB conducted a more in-depth review of the data and recommended
that the placebo arm of the Phase II trial be terminated.

Dunnf this time, I convened meetings of senior PHS officials in order to inde-
pendently assess developments on the latest AZT data and its implications for wider
distribution of the drug. NIH and FDA officials met with officials from Burroughs
Wellcome to develop a proposal for a coordinated approach to distribute AZT under
a Treatment IND.

On September 18, led by Dr. Anthony Fauci, Director of NIAID, with the assist-
ance of Dr. Daniel Hoth of the NCI, and officials from PHS and Burroughs Well-
come met to discuss issues of availability, distribution, and cost of AZT. In a very
tho'ft time, we had devised an efficient and equitable system for tlee distribution of

On September 19, I held a joint press conference with Burroughs Wellcome to an-
nounce that all patients in the Phase II trial would receive AZT. Further AZT
would be made available to certain AIDS patients under a company sponsored,
Treatment IND.

Not only had FDA moved with great s to grant AZT Treatment IND status,
the Agency slso waived the usual local Institutional Review Board (IRB) require-
ment as part of an overall effort to move without delay and because an adequate
alternative mechanism existed for protecting those receiving AZT under this Treat-
ment IND. The Burroughs Wellcome Company and NIH immediately collaborated
in setting up an AZT Treatment IND Coordinating Center which was responsible for
the distribution mechanism for making AZT available to eligible persons under the
treatment IND. An 80C-number “hotline” was established by NIH for AZT informa-
tion and distribution. A government contract was used to establish a center man-
aged by NIAID for the registration of patients and their pharmacists and physicians
for treatment, for the receipt and evaluation of applications for use of the
drug, and for the monitoring of laboratory data generated from patients receiving
AZ fi All this hapgened in less than two weeks.

On February 16, 1987, the Burrouihs Wellcome Company assumed from NIAID
full responsibility for coordinating the AZT Treatment IND. From September to
February under the Treatment IND: 4,228 patients and 2,112 physicians were regis-
t,erede;d 919 pharmacists were registered; and, 35,200 hotline phone calls were an-
swered.

RESEARCH

NIH scientists have continued to study AZT in AIDS patients. Clinical trials are
now in progress to test the drug’s safety and potential efficacy in:

—AI[gS patients with Kaposi's sarcoma;

—pediatric AIDS patients; and,

—AIDS patients with dementia and other related neurological disorders.

A great deal of effort is directed at finding new doce regimens or new combina-
tions of anti-retroviral drugs (as well as combinations of retroviral drugs plus im-
munomodulators). The purpose of this effort is to develop regimens that reduce the
toxicity of the drug without 'X%)It‘airing its ability to benefit patients.

It is worth stressing that is only a first step. AZT has significant toxicity in
some patiente, particularly in those with anemia and depre white blood cells
Patients with advanced disease seem to be at greatest risk for these side effects.

We are continuing our anti-retroviral drug development program, and in the
future, we can expect a number of new therapeutic strategies to emerge.

STEPS TOWARD MARKETING APPROVAL

Finally, let me bring you up-to-date on the steps PHS has taken to make AZT
available to AIDS patienic. In ge tember 1986, the FDA established a 1 AA classifi-
cation system for potentially useful drugs for AIDS. This 1 AA classification assures
the drug of an expedited review by assigning it the highest priority in FDA’s dru,
reviewing divisions. In December 1986, the Burroughs Wellcome company submit

to FDA a New Dr g Application (NDA) for AZT, and on January 16 of this year, the
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application was reviewed by an FDA Advisory Committee. Based on the data from
the controiled clinical trial which showed that 19 of 137 patients on placebo had
died compared to only one of 145 natients on AZT, the Committee recommended ap-
proval of AZT for AIDS patients with certain opportunistic infections and for cer-
tain patients with advanced ARC.

The Committee further recommended extensive postapproval patient monitoring
and reporting by the drug’s manufacturer in order to resolve important questions
about the efficacy of prolonged use and possible adverse effects associated with
AZT’s long-term use. The Comrittee also approved of the company’s intent to devel-
op a system for ccatrolled distribution of the drug.

The FDA is reviewing and analyzing the data collected on patients who were en-
rolled in the open-label continuation of the study in addition to the data from the
placebo-controlled trial. They must decide on the basis vi all this information which
patients have been demonstrated to benefit from AZT despite its toxicity, and in
which groups of patients further studies are needed to determine the risk-benefit
ratio.

While AZT appears, in the short-term, to be beneficial, the studies have shown
that it, like many active antiviral drugs, has significant side effects. it causes
anemia severe enough to require transfusions and depresses the white blood cell
count in many individuals. This is a reminder that it is necessary to assess the risks
of such a drug very carefully, as well as its potential benefits.

As we move ahead with final approval decisions for AZT, all of these appropriate
scientific issues must be weighed and analyzed expeditiously. We are all aware of
the important ramifications of the approval action: its direct effects on the health of
patients, its major implications for the testing and evaluation of other d for the
treatment of .ﬁ'DS, and perhaps more indirectly the precedents that may be set for
the development, evaluation, and approval of other drugs for the treatment of AIDS.
This is a tﬁevastating disease and I pledge to you that the Public Health Service re-
mains committed in our efforts to alleviate the suffering and death it causes.

The issues involved in development of AZT—under conditions of tremendous
I)ublic pressure—have been extremely complex and have presented enormous chal-
enges to regulators and scientists, both outside and within government. During this
time, our utmost concern has been the relief of AIDS patients but we have had to
balance compassion for those who suffer from this dread disease with the very im-
portant public health issues of drug safety and effectiveness.

This completes my statement, Mr. Chairman. I will be glad to answer questions
that you or your sul committee members may have after Dr. Roper completes his
statement.

AZT MILESTONES

1964—First developed in NCI extramural program and evaluated as a potential
anti-cancer druﬁ—found not effective.
1974—First shown to have activity against a mouse leukemia virus.
Late 1984— Burroughs Wellcome and NCI begin collaborative laboratory evalua-
tion against ATLV-III/LAV.
_Feburary 1983—Above collaboration identifies that the drug inhibits HTLV-III i:n

vitro.

Mid-1985—First small safety trials begin in humans at NIH Clinical Center.

warly 1986—NCI publishes data on first 19 AIDS patients; begin broader placebo-
controlled trial of safety and efficacy.

September 18, 1986—Data and Safety Monitoring Board recommends termination
of study based on safety and efficacy data.

. September 30, 1986—FDA approves Treatment Investigational New Drug applica-

tion.

January 16, 1987—Advisory committee to FDA recommends approval as a pre-
scription drug for certain subsets of AIDS patients

Mr. WaxmaN. Thank you very much, Dr. Windom. Dr. Roper.

STATEMENT OF WILLIAM L. ROPER

Mr. Rorer. Good morning, Mr. Chairman, members of the com-
mittee. I'm pleased to be here today to talk about Medicare and
Medicaid as they relate to AZT, We estimate that about 40 percent
of current AIDS patients are being served by the Medicaid pro-
gram, and about 1 percent of AIDS patients by Medicare. The Fed-
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eral and State governments through the Medicaid program will
spend more than $400 million on AIDS patients this year. Primari-
ly because of the disability waiting period, spending under the
Medicare program is currently estimated to be under $50 million a
year.

Most AIDS patients who qualif{1 for Medicaid do so by meeting
the disability requirement under the supplemental security income,
or SSI program. Social Security Administration has made it possi-
ble for persons with AIDS to qualify for SSI almost immediately
under the presumptive disability provisions.

Also AIDS patients frequently can become eligible for Medicaid
benefits as medically needy individuals through the spenddown
process. Thirty-five States provide this option.

Medicare is available to disabled persons under 65 who have re-
ceived Social Security disability benefits fo 24 months. Since cash
benefits for disability income el's:'s;es do not begin untif almost 6
months after the onset of the disability, a disabied person with
AIDS would not be eligible for Medicare for almost 30 months. This
waiting period certainly limits the coverage of AIDS patients under
Medicare.

Under Medicaid the full range of regularly provided Medicaid
services in a State are available to the AIDS patient. States have
substantial flexibility to choose to cover a number of additional
benefits which could assist the typical AIDS patient, such as nos-
pice care and personal care. In addition, States may also imple-
ment innovative health care delivery alternatives through the
home and community based waiver services program.

As you know, a provision of OBRA-86 set up a special waiver pro-
gram for AIDS waivers, and we have approved earlier t.lis year
such a waiver for the State of New Jersey.

Prescription drugs are an optional benefit under State Medicaid
programs. Every State but two has elected to offer drugs to the cat-
egorically needy. Thirty-five States provide a drug benefit for the
medically needy category as well. HCFA will reimburse the States
for any drugs, including experimental drugs which are provided ac-
cording to Federal guidelines, except those that have been deter-
mined by the FDA to be less than effective.

Under the Medicare program, the only circumstances under
which we will pay for drugs are when they are provided on an in-

atient basis or incident to a physician’s services. In other words,
edicare does not pay for ovt-patie..., self-administered drugs in-
cluding AZT.

In order to rrovide advance notice of the availability of AZT to
our State Medicaid agencies we issued a program memorandum to
alert the States that FDA approval of the drug AZT is likely in the
near future. This information allows the States to begin immediate-
ly to revise their State formularies to include AZT if thiey choose to
d‘:) so. We have promised to inform the States of an, significant
change in the status of AZT.

You've heard testimony that the estimate by Burroughs Well-
come is that the cost of AZT will be $8,000 to $10,000 per year per
patient. Determining the cost of AZT to the Medicaid program is
extremely difficult and involves a number of assumption that could
change. For one thing, we don’t know at this time whether the
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drug will be prescribed for all AIDS patients, or even all AIDS and
ARC patients. We don’t know if AZT can be produced in significant
quantities to meet anticipated demand.

Given the limited information available, HCFA believes that the
costs to the Medicaid program of AZT itself, not counting the cost
of treating side effects as well as potential savings from reducing
the number and severity of acute spells of illness could range up to
$50 million this year if the drug is approved by April 1. Costs for
1988 under similar assumptions could reach $150 million. These
costs would be shared approximately equally by the States and the
Feder... Government.

As the agency responsible for financing the Medicare and Medic-
aid programs, we've worked closely with Assistant Secretary
Windom, the Surgeon. General, the Public Health Service to make
sure we are maximally coordinating our efforts in responding to
the AIDS crisis. HCFA is committed as an agency to ensuring that
appropriate care and services are delivered to AIDS patients. In
partnership with the States, the Department and HCFPA will con-
tinue to adl:iress and respond to the treatment of patients with this
very serious disease.

I'd be pleased to respond to your questions.

[The prepared statement of Mr. Roper follows:]

PREPARED STATEMENT oF WiLLiAM L. Roper, M.D.

Mr. Chairman, I am Dr. William L. Roper, Administrator of the Health Care Fi-
nancing Administration. I am pleased to be here today to discuss Medicaid and Med-
icare payment for he AIDS-treatment drug AZT. Mr. Chairman, as you know, AIDS
is one of the priority items on the Secretalg’s agenda. I want to assure you that
Doctor Bowen and I have discussed at length the seriousness of this tragic disease
and the hope of soon finding an appropriate treatment and cure.

BACKGROUND
I would like first of all to provide a brief overview of how AIDS patients qualify

under the Medicaid and Medicare programs. Based on information gathered from
hospitals treating Medicaid patients and data on AIDS-related disability awares, we
estimate that about 40 percent of AIDS patients are served by the Medicaid pro-
gram and about 1 percent are receiving care under the Medicare program. it has
been estimated that the Federal and State governments, through the Medicaid pro-
g;z;n, will spend from $400 to $800 million on AIDS patients this year. Primarily

use of the disability waiting geriod, spending under the Medicare program is
currently estimated to be under $50 million annuall;i‘. It should be noted that these
fstimabes do not include the impact of the drug AZT, about which I will say more
ater.

MEDICAID

Most AIDS patients qualify for Medicaid by meeting the disability requirement
under the Supplemental Security Income (SSD program. In the early stages of
AIDS, most patients have resources, incomes, or health insurance coverage. As the
disease progresses, most patients become unable to work and, as a result, lose
income and resources. At this point, they often turn to SSI to seek qualification
based on disability which, in most cases, would make them eligible for Medicaid.
Those who might not qualify are in the 14 States which, when the SSI program was
enacted, were allowed to use the more restrictive qualifyir;% criteria from their pre-
vious Aged, Blind, ad Disabled programs. Congress provided this option based upon
the fear tha* States would face an overwhelming Medicaid caseloa(r because of their
eligibility unuer SSIL

n February 1985, SSA made it easier for persons with AIDS to qualify for SSI
under the presumptive disability provision. This allows the applicant to qualify for
benefits almost immediately by reducing the waiting time between applying for and
receiving benefits.
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Even if persons with AIDS do not qualify initially for cash assistance benefits
under SSI, they frequently can become eligible for Medicaid benefits as medically
needy individuals through the “Spenddown” process. People wi** incomes and re-
sources above the Medicaid limits who have incurred substantiai medical expenses
can have those expenses subtracted from their income level, thus bringirg them
below the Medicaid limits. Currently, 32 States have a medically needy program
covering the aged, blind, and disabled; an additional fi- ¢ States have this program
for p! ant women and children.

In addition to SSI and medically needy coverage, another avenue of assistance for
the AIDS patients is (Bx:liﬁcation for Medicaid coverage through eligibility for the
Aid to Families with Dependent Children program. The individual may be a child
with AIDS whose mother had contracted the disease through drug abuse, as well as
the mother herself if she qualifies for AFDC. In states which have an AFDC-Unem-
ployed Parent program, the AIDS patient could be, for example, the unemployed
parent provided that that household met the program’s qualifying criteria

MEDICARE

Medicare is available to disabled persons under 65 who have received Social Secu-
rity disability benefits under Title II of the Social Security Act for 24 consecutive
months. The disability criteria under Titles II and XVI are the same. However,
unlike SSI, cash benefits for all Title II eligibles do not begin until six months after
the onset of the disability. After the “24-month waiting period” (Actually in most
cases almost 30 months), a disabled person with AIDS would be eligible for both
part A (Hospital Insurance) and part B (Supplemental Medical Insurance) of Medi-
cere. Because of the relatively rapid and fatal course of AIDS, only a very small
percentage of individuals with AIDS can receive benefits under the Medicare pro-

gram.

SERVICES AVAILABLE UNDER JEDICAID

The scope of covered benefits under Medicaid varies considerably from State to
State. All States, however, must cover certair mandatory services for almost all SSI
and AFDC recipients. AIDS patients wl.0o are Medicaid-eligible receive services
through hospitals, outpatient departments, physicians’ offices, rural health clinics,
laboratory and radiology settings, and skilled nursing facilities and home health
agencies for those who are 21 years of age and older.

States may choose to cover certain additional benefits which could assist the typi-
cal AIDS patient. Some examples include clinic servicee, prescribed irugs, interme-
diate care facilities services, miscellaneous diagnostic services, and skilied nursing
facility care and home health care services for individuais under 21 years of age.
Other ancillary services such as personal care, private duty nursing, and rehabilita-
tion services are also optional benefits.

States are also permitted to cover hospice services under their Medicaid pro-
grams. The Medicaid hospice benefit stresses home care, which provides an alterna-
tive to institutional settings and allows AIDS patients another choice for receipt of
their care. New York has already designated one hospital as an AIDS center and
expects to approve eight more. These hospitals will be required to provide a continu-
um of care, including hospice, nursing home, ond invatient care. New York has sub-
mitted a State Plan Amendmeni to HCKA to cover vhe hospice benefit under its
Medicaid program. We are aow in the process of evalue ¢ the additional informa-
tion that New York has supplied.

States also have the ability to implement innovative health care delivery alterna-
tives throug_h tne home- and community-based waiver services program. This pro-
5'ram gives State Medicaid grograms the opportunity to pay for a wide range of care

elivered at home and in the community for those who might otherwise be institu-
tionaliced. The Omnibus Budgel Reconciliation Act of 1986 (P.L. 99-509) allows
States to tatgget their home- and community-based services waiver to AIDS and ARC
(AIDS-related complex) patients.

On January & of this year, we approved the first AIDS-targeted waiver to the
State of New Jersey Medicaid agency so that it might provide home treatment for

tients with A and ARC. New Jersey can now provide services under this

ome- and community-based waiver program such as personal care, medical day
care, narcotic and drug abuse treatment, private duty nursing care, and intensive
foster care for iatric patients. The three-year waiver was eif=-tive March 1 and
can be renewed. New Jersey has the fifth larges. populaion of pe.sons with AIDS
and expects to treat 578 Medicaid-eligible AIDS patients in the {irst vear of th2
waiver, at a cost of about $11 million or $18,996 per patient. The State projects t -t
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it will serve 990 patients at a cost of $20 mullion or $20,554 per individual n the
second year, and, in the third year, 1650 patients at a cost of $36.6 million or
$22,238 per individual. Based upon New Jersey’s projections, ‘e average rate of
growth for total costs would be 82.4 percent.

New Mexico has also requested a home- and community-based services waiver for
AIDS patients. In order to assist the State in bringing its request inte conformance
with statutory and regulatory requirements, we formally requested additional infor-
mation regarding the proposal. Our Dallas Regional Office worked closely with the
State in an effort to develop the information necssary for the waiver to be approved.
We have just received the additional inforination, which we are in the process of
evaluating.

Clearly, States have the flexibility to provide a wide range of additional services.
The States with the highest number of AIDS cases, California and New York, which
have recorded approximately 53 percent of all reported AIDS cases in the United
States, provide numerous additional optional servicse, respectively, to their Medic-
aid populations.

PRESCRIPTION DRUGS

Prescription drugs are also an optional benefit under State Medicaid programs.
Every State, except for Alaska and Wyoming, has elected to offer drugs to the cate-
gorically needy. Thirty-five State programs provide a drug benefit for the medically
needy category as well. States may limit the number of drugs covered and the
amount and scope of the benefit, for example, by restricting drug coverage to so
many drug prescriptions per month. Eighteen States require copayments on pre-
scriptions. A State determines, with the advice of medical consultants, which experi-
mental drugs, if any, it chooses to cover under its Medicaid program. HCFA will
match States’ payments for any drugs, including experimental drugs, which are pro-
vided according to Federal suidelines, except those that have been determin by
the Food and Drug Administration (FDA) to be less-than-effective.

The Medicare program will pay for drugs when provided on an inpatient basis or
incident to t:dphysician’s service. Drugs generally are not covered under Medicare
when provided on an outpatient self-admiuistered basis. In addition, Medicare does
not cover experimental drugs, which are those not approved by the FDA for market-
ing.

AZT (AZIDOTHYMIDINE/RETROVIR)

The drug AZT ha- demonstrated some success in prolonging survival among cer-
tain AIDS patients. Burroughs Wellcome, the manufacturer of AZT, now provides
the drug free to the more than 4,000 patients participating in the Investigational
New Drug clincial trials. The drug is now awaiting final approval by the Food and
Drug Administration in order that it may be marketed as a prescription drug by the
Burroughs Wellcome Company.

In order to provide advance notice of the availability of AZT to our Sta*» Medic-
aid agencies, we igsues a program memorandum to alert them that FDA approval of
the drug AZT is likely in the near future. This information allows States to begin
immediately to revise their State formularies to inclnde AZT if they choose to do so.
\AV;Thave promised to inform the States of any significant change in the status of

The Burroughs Wellcome Company has indicated that the drug will be $188 per
one humdred 100 mg. tablets. This would mean that the resulting cost to the patient
would be, depending on the individual patient’s regimen and actual dosage, between
$7,000 and $10,000 annually.

Determining the cost of AZT to the Medicaid program is extremely difficult and
involves a number of assumptions that could change. For one thing, we do not know
at this time of the drug will be prescribed for all AIDS patients, or limited to the
populatien on which it has been tested in the Phase II Study, i.e., those with at least
one occurrence of Pneumocystis Carinii Pne.monia or some other groups of pa-
tients. At this point, we do not know if AZT can be produced in sufficient quantities
to meet anticipated demand. Among other unknowns is the cost of treatment for the
side effects of AZT and the cost implications of its potential for reducing the inci-
dence of acute spells of illness.

Given the limited information available, HCFA believes that the costs to the Med-
icaid program of AZT itself—ignoring the cost of treating side effects as well as no-
tential savings from reducing the number and severity of acute spells of illness—
could range up to $50 million in 1987 if the drug is approved by April 1 and de-
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mands for it can be met. Costs for 1988 under similar assumptions could reach $150
million.

These costs would be shared approximately equally by the States and the Federal
Government.

SUMMARY

As the agency responsible for financing the Medicare and Medicaid programs, we
have worked closely with the Assistant Secretary for Health, the Surgeon General,
and the Public Health Service to ensure maximum coordination of our efforts in re-
sponding to the AIDS crisis. In addition, we have a HCFA AIDS coordinator, and a
HCFA representative serves on the Agsistant Secretary for Health’s PHS Executive
Task Force on AIDS.

HCFA is committed as an agency to ensuring that appropriate care and services
are delivere? to AIDS patients. In rartnership with the gtates, the Department and
HCFA will enntinue to address ancl respond to the treatment of patients with this
serious dise. se.

I will be glad to answer any questions you may have.

Mr. WaxMAN. Thank you very much, Dr. Roper. Dr. Windom,
there are approximately 4,500 people who are now receiving AZT
for free. These are the people that are part of the clinical test. Now
when AZT becomes licensed by FDA the drug is not going to be
made available free. They’re going to charge $8,000 to $10,000. Who
will pay for these people? We've already had them on the drug. If
they ?don’t continue with the drug, they’ll die. Who will pay for
them?

Mr. WinboM. Mr. Chairman, there are a number of those pa-
tients who are continuing on those trials. Also because there’s post-
marketing surveillance necessary to follow up, so a number of
those will be receiving the drug, as they are now, at no expense to
them.

Mr. WaxMaN. Who will pay for it?

Mr. WiNpoM. The drug company is providing that under certain
circumstances for those who are continuing in certain trials that
will be ongoing. Otherwise for the open market, that will be based
upon the individual, third party or Medicaid or whatever. There
will be a number of sources.

Mr. WaxMmaN. How many of the 4,500 would then be in the cate-
gory for which the company would continue to pay?

Mr. WinpoM. I don’t have that figure, Mr. Chairman. I don’t
know the exact number.

Mr. WaxmaN. Do you know the range? Are we talking about
three out of the 4,000? Are we talking about 50 out of the 4500?
We’d like that figure and we’ll get it for the record.

Mr. WinpoM. We'll provide that for the record, sir.

Mr. WaxMAN. But the other point is, whatever number of those
people in that group that have gone through this clinical trial,
don’t we have a responsibility for them since they've been part of
this trial to establish the efficacy of this drug, not to just suddenly
push them aside on their own? If they can’t afford it, they're just
going to be out of luck?

Mr. WiNnpoM. I'1a not aware that anybody is going to be taken off
the drug because they cannot pay. That would have to be evaluated
on individual circumstance.

Mr. WaxmaN. You would say it would be unethical not to have
that drug available to all those 4,500 people that have already been
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part of the trial and that already are getting the drug. So if they
don’t get it there are serious consequences.

Mr. WinboM. Yes, sir.

Mr. Waxman. Now as you’ve outlined the NIH has contributed a
g;eat deal teward the development of AZT. The Public Health

rvice has set up the AZT program, and the FDA has acted in
near record time to get this drug out to market. So we’ve had a lot
of government assistance in moving this drug along.

Do you believe that the Burroughs Wellcome price of $8,000 to
$10,000 per person per year is a fair price?

Mr. WinpboM. Mr. Chairman, I can onily comment that I do not
know the exact way by which they have come about their pricing
mechanism and would have to defer to their best judgment, ard
feel that they're doing this to meet their requirements. Again, I
don’t know the intricacies of that.

Mr. Waxman. Do ycu intend to get the records from them to
look at their investment cost, to second guess their evaluation as to
whether this is a reasonable price?

Mr. Winpowm. I do not intend to. I don’t think that is in the pur-
view of our position, our work.

Mr. WaxmaN. How many other drugs besides AZT are in cl;nical
trials now?

Mr. WineoM. There are approximately 10 or 11 other trials that
are going on with other drugs. ¢

Mr. WaxMmaN. We'd like a list of those for the record, if you could
provide that to us. We'd like to know how many are in clinical
trials, how many drugs have been proposea for trials to the NIH
dr. - selection committee, and get the coraplece update on that.

We’ve heard Dr. Roper talk about the ‘inancial costs of AIDS
care. Are there any clinical trials underway for early intervention
drugs that may stop the virus before it becomes a full AIDS case?

Mr. Winoom. No, this is the first drug that actually we have
available to be used. So we have no drug available at this point as
far as showing to effect upon the early stages of AIDS.

Mr. Waxman. Does NIH pian to initiate such research?

Mr. WinpoM. There are a number of these drug trials that are
presently in effect, new drugs that mev be appropriate for the
early stages. We'll have to wait to see wrat their trial results are.

Mr. WaxmaN. Now let’s talk about whe’ <oing to pay for the
drug. If a patient can afford it, the patien. v -d pay. If the patient
has insurance that will pay for it, the insurunce company will pay.
Dr. Roper, you indicated that Medicare, while it covers the disabled
generally aoes not cover AIDS patients because there’s a 2-year
waiting period and they generally die before that 2 vears eligibility
is met,

So Medicaid becomes the government nhea'th care insurance
system that will pay for care for ti.ese patients That’s after they
become eligible on a spenddown basis——

Mr. Roper. After they become eligible fo; SSI or spenddown
under medically needy programs, yes.

Mr. Waxman. So they become impoverished and then when
they’re eligible on that basis Medicaid will come in.

Mr. RcPeR. Yes,
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Mr. WaxMaN. Now in the Medicaid program many States set a
dollar limit on prescription drugs?

Mr. Rorer. Yes, they’re able to do that.

Mr. Waxman. Florida has one of the highest incidences of AIDS
in the country. Florida limits Medicaid reimbursement for drugs to
$22 per montlL. AZT will probably cost between $600 and $800 a
month more than that. What will a person with AIDS do under the
Florida Medicaid program?

Mr. Rorer. They would not be eligible unless the State of Florida
changed that limit. I would expect a numter of States to make
those kind of changes. AZT is a unique drug. AIDS is a unique ill-
ness.

Mr. Waxman. Why would you think the States would want to
change *heir limits? I mean, after all, if the drug company works
on the assumption that in pricing the drug somebody is going to
pay for it, why wouldn’t thc States work on the assumption that if
they put the limits on it that the Federal Government will be stuck
with it because somebody else, i.e., the Federal Government, will
pay?for it? Why would the States want to incur this additional
cost?

Mr. Roprer. Because they have a responsibility to their citizens.

Mr. WaxMaN. And what will be the Federal Governmc.at’s re-
sponse?

Mr. Roprer. We operate the Medicaid program in concert with
the States.

Mr. Waxma.i. Right now under the terms of the Medicaid pro-
gram may a State refuse to reimburse for a specific drug, even if
it’s life-sustaining?

Mr. RorER. Yes. States are free to determine the formulary or
the list of drugs that are covered under their Medicaid program.
Some States have an open formulary, meaning they cover any drug
that’s FDA approved. Others have more limited lists. That came
about because of a desire to save money, to conserve costs in the
program.

Mr. WaxmaN. What would an AIDS paiient do in a State that
iwsn’t pay for prescription drugs or one that refuses to pay for

ZT?

Mr. Roper. They would not be eligible for AZT payment under
the Medicaid program in their State.

Mr. WaxMmaN. They would go without.

Mr. RopEr Or find some other means of payment.

Mr. Waxm N. Now under the Medicaid program, 19 States in-
cluding New York and California have a State formulary or list of
drugs that will be paid for. You say that you’ve notified States of
the possible approval of AZT. How many States have moved to add
AZT to their reimbursement list?

Mr. RopEr. Twentyv-six States have open formularies. And what
that means is immediately on FDA approval the drug will be cov-
ered under those States. Another 10 States have told us that they
will cover AZT almost immediately. The others we have not yet
heard back from.

Mr. WaxMaN. We'd like to get a list from you of the States.

Mr. RopEr. Surely.
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Mr. WaxmaN. How long does it take to add a drug tc the State
formulary?

Mr. Roper. Again, it varies widely. Some States do so immediate-
ly. Others have a process of committee meeting to review the drug
ard make a determination for the State Medicaid program.

Mr. WAXMAN. Some States amend their formulary once or twice
a year, don’t they?

Mr. Roper. That’s correct.

Mr. WAXMAN. Some may refuse to pay at all.

Mr. Roper. That’s correct.

Mr. WAXMAN. Some may move to add AZT on an expedited basis.

Mr. RoPER. Yes.

Mr. WaxMaN. So it’s now up to the States.

Mr. ROPER. Yes.

Mr. WaxmaN. What will an AIDS patient do if a State does not
add AZT to its formulary?

Mr. Roper. He will not be eligible for it under the Medicaid pro-
gram.

Mr. Waxman. Certainly we're talking about a catastrophic
health problem. What help would the administration’s proposal for
catastr’i)‘ehic health irsurance be in paying for the $10,000 a year
for AZT?

Mr. Ruper. The provision to provide better financing in the Med-
icare program would not affect AZT and AIDS patients. Another
part of the Secretary’s proposal tl. 1t the President has recommend-
ed to the Congress 1s, assistance to the States to State actions like
this one under the Medicaid program to provide better coverage.

Mr. Waxman. We have a proposal before us from the administra-
tion called catastrophic health insurance and it covers—

Mr. Roper. That's specifically the Medicare part.

Mr. Waxman. So it wouldn’t cover AZT?

Mr. Roper. No.

Mr. Waxman. Even though it would a medical catastrophe. Nei-
ther the Medicare program nor the Administration’s plan has an
out-patient prescrintion drug coverage. The administration’s plan
affects only Medicare beneficiaries and very few AIDS patients live
long enough to qualify for Medicare. So what’s being called cata-
strophic health insurance before the Congress will not take care of
this particular kind of medical catastrophe.

In earlier testimony before this subcommittee HCFA said that it
anticipates that 23 percent of AIDS costs will be born by Medicaic.
Today you say that 40 percent of AIDS patients will be served by
Medicaid. Could you explain the difference?

Mr. Roper. The figure is 40 percent in outpatients and 23 per-
cent i1, the costs, because of the spend down process of becoming
Medicaid cligible.

Mr. Waxman. Mr. Haigler suggested that AZT actually lowered
treatment costs for AIDS patients since it mafv prevent frequent re-
curret?mes of disease, and then lower hospitalization rates. Do you
agree!

Mr. RopeR. That is a logical presumption, but I don’t know the
evidence I haven’t reviewed the figures.

Mr. Waxman. Well, it’s % ing to—healthier people are not going
to need to be in the hospital. Wouldn’t that give you tue conclusion
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that it would save money, that you'd otherwise have had to pay the
hospitalization?

Mr. Roper. Indeed, yes.

Mr. WaxMman. If it can be shown that the drug will lower costs,
would you support a mandatory Medicaid benefit requiring all
States to supply AZT?

Mr. Roper. No, because the Medicaid program is operated in con-
cert with States, Federal and State partnership, and the States for
a variety of reasons, ought to be given substantial latitude to oper-
ate the program. We trust the judgments of the states.

Mr. WaxMAN. Under Federal law, we require that the Medicaid
progr>m provide health care services for certain population groups
that are in the bottom economically, and we require that they pro-
vide certain services. We leave some things as optional and leave it
to State discretion, but some things we mandate,

If we saw that States decided they didn’t want to cover AZT for
these patients, and I think we all agree ethically that we must pro-
vide this, we must as a society make sure these people don’t go
without the drug, and die because of the fact they can’t afford it.
Isn’t there a Federal responsibility? We talked about the State re-
sponsibility to take care of their citizens. Isn’t there a Federal re-
sponsibility to take care of our citizens?

Mr. RoPER. And the Federal Government is discharging that re-
sponsibility in the Medicaid program.

Mr. WaxMmAN. By shifting the burden to th: States?

Mr. Rorer. Not at all. Because bv operating the program in con-
cert with the States, it’s a Federal-State partnership.

Mr. WaxMaN. Yes, but we are letting the States decide rather
than decide at the Federal level.

Mr. Roper. That's been the nature for 21 years.

Mr. Waxman. That’s not the nature of every service. That's the
nature of some services, and we’re talking about one that is unlike
others we've had, not completely unlike, but unlike others we've
had because of the high cost, and clear inability for people who are
on Medicaid to be able to come up with $10,000 a year.

There’s no reference to it in your statement, but I don’t need to
remind you that the fiscal year 1988 budget that the administra-
tion submitted to Congress calls for a cap on the Federal Medicaid
spending, which would then ask the States to pick up at least $1.3
billion next year, according to the Congressional Budget Office. If
AIDS related Medicaid spending will be $400-800 million this year
as you've testified, how do you expect the States to cope with the
even greater financial consequences of the epidemic next year
under that pro cap?

Mr. Roper. The other part of the cap is a proposed eithancement,
substantial enhancement, of the States’ ability to manage their
Medicaid programs more efficiently and given the ability to do
that, we think they could pay for more services, deliver more serv-
ices, even with a cap.

Mr. Waxman. ngl, we've had reductions in Federal dollars to
the States in the past, and the way they’ve handled it is by reduc-
ing services and reducing eligibility. One would expect if that’s how
they meet the fewer Federal dollars, under the Medicaid prgfram
in the past, they're not going to be talking about expanding Medic-




aid formularies to pay for AZT, which is going to be so very, very
expensive.

Mr. Dannemeyer.

Mr. DANNEMEYER. Thank you, Mr. Chairman.

L}'{r‘.’ Windom, you're a licensed physician in the State of Florida,
right?

Mr. Winbom. Yes, sir,

Mr. DanNEMEYER. How long did you practice there?

Mr. Winpom. . years.

Mr. DANNEMEYER. And did you have a general practice?

Mr. WinpoM. General internal medicine, yes, sir.

Mr. DANNEMEYER. Are you familiar with the law of the State of
Florit‘i’a that calls for the reportability of certain communicable dis-
eases’

Mr. Winbom. Yes, sir.

Mr. DaNNEMEYER. How many diseases made are repor ible by
i:h;e law of the State of Florida, that a physician encounter. rough-
y?

Mr. Winpowm. I don’t have that list in front of me, but it is quite
large, probabiy 15 or more. I just don’t know exactly.

Mr. DANNEMEYER. And among those that are reportable, some
are curable and some are non-curable, right?

Mr. Winpbom. Yes, sir.

Mr. DANNEMEYER. Give me an example of some that are curable
that are reportable. For example, syphilis and gonorrhea. Are they
reportable in the State of Florida?

Mr. Winbom. Yes, sir.

Mr. DaANNEMEYER. Those are curable communicable venereal dis-
eases, aren’t they?

Mr. WinpoM. Yes, but we see sume cases now that are resistant,
but potentially they are curable.

Mr. DANNEMEYER. Do you support the policy, the public health
pg}ig’y, of making curable communicable venereal diseases report-
able?

Mr. WinpoMm. That is a provision within the State health pro-
gram, which they do, and are allowed to do, and they mak: *heir
decisions, and I go along with that.

Mr. DANNEMEYER. You support them?

Mr. WinpoM. The State decision is to make that.

Mr. DaNNEMEYER. That’s been standard public health response
to deal with communicable disease throughout this country for at
least during the years you’ve practiced medicine. Isn’t that right?

Mr. Winpbom. Yes, sir.

IIYII'.?DANNEMEYER. You believe that to be sound public health
policy?

Mr. WinpboMm. That determingtion is sound, yes, sir.

Mr. DANNEMEYER. Then let’s take a person with a virus for
AIDS. Mr. Koop—Dr. Koop, the Surgeon General of the United
States, in his report to the Nation last October, in that report said,
we must presume that every person with the virus is capable of
transmitting that virus to another human on a transfer of bodily
fluids. Isn’t that right?
Mr. Winbom. Yes, sir.
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Mr. DANNEMEYER. Therefore any person with the virus has by
definition, a communicable disease, right?

Mr. WinpomMm. Potentially communicable.

Mr. DANNEMEYER. Do we have a cure for the virus today?

Mr. Winpom. No, sir.

Mr. DANNEMEYER. So we have in the words of Dr. Koop, I think
at one point in his report, it’s estimated we have 1-2 million Ameri-
cans with the virus in their bivod, right?

Mr. Winpom. Yes, sir.

Mr. DanNEMEYER. The current estimate is those that have the
virus that will go on to get the disease is about 50 percent, right?

Mr. WinDoM. 25-50 percent is the figure used.

Mr. DANNEMEYER. All right. One of the things that prompts me
on this line of question is the rule of paradox in the public health
response to deal with this epidemic in America.

ou say as a public health official and a private practicing physi-
cian, that you support the concept of reportability for curable com-
municable venereal diseases, such as syphilis and gonorrhea. Will
you please tell this panel and the people of this country, how the
public health authorities of this Nation can justify the public posi-
tion you now pursue, of attempting to defend that we will not call
to be reported those with a non-curable communicable venereal dis-
ease? I'll say it again. How in the world do we justify a system
which mandates the reportability of a curable communicable vene-
real disease, and attempt to defend making not reportable, a non-
curable communicable venereal disease? Could you please explain
that to me?

Mr. WinpoMm. Sir, the question is raised by many States, and
many States have taken action right now or concerning action to
};_al:;e, as to how to handle that particular problem. I think we will

ind——

Mr. DANNEMEYER. Wait a minute. Dr. Koop in his report to the
Nation, at one point in that report, expressly defended the non-re-
portability of those with the virus to 2ublic health authorities.

Mr. Winpom. The disease AIDS is reported.

Mr. DaANNEMEYER. I understand that, sir. But the virus is not?

Mr. Winpom. That’s right. In some States.

Mr. DanNeMEYER. Dr. Koop in his rep +t specifically attempted
to defend the non-reportability of those with the virus. Why does
he do that? Why do you dc that?

Mr. Winpom. Well, we are informing our States, and let them
make these decisions based upon the evaluation of this condition,
in those people who are antibody positive. Some States do report it.

Mr. DANNEMEYER. Now you, under Dr. Bowen, you are the head
of the Public Health Service in America, aren’t you?

Mr. WiNDoM. Yes, sir.

Mr. DaNNEMEYER. They do what you tell them because the buck
stops with you, right?

Mr. WinpoMm. Yes, to an extent. Then it goes on up to Dr. Bowen
also. But we just held a conference—we just held a conference——

Mr. DANNEMEYER. You made up your mind to make a public

licy position that those with the virus should be reportable.

ou’d recommend that to the oPIe of the country and the States,
and they’d probably do it, wouldn’t they?
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Mr. Winpom. Well, first the results of the meeting we just spon-
sored and held 2 weeks ago was dealing with this subject of testing
and reporting, and that information will be brought to me on April
1. And we will look at that in great depth, then come forth with
the recommendations or decisions based upon that best input from
people representingothe whole Nation, over 900 people at this im-
portant program. So it’s through this mechanism that we do make
decisions, based upon input from many sources.

Mr. DANNEMEYER. Do you believe sitting here this morning that
aﬂla?public policy response those with the virus should be report-
able?

_Mr. Winpom. I do not feel it should be mandated at this point,
sir,

Mr. DANNEMEYER. You don’t think it should be mandated?

Mr. WiNpoM. At this point, I feel that——

Mr. DaANNEMEYER. I'll ask the question again. If by law we re-
quire a person with a curable communicable disease to be reported
to public health authorities, how in the world do we justify a public
health response which does not exact the same requirements for a
n}(lm-gurable communicable venereal disease? How do you explain
that?

Mr. WinpoMm. Well because there are so many ramifications
about this disease that’s differert from others that we’ve ever come
acrcss, that we have to look at for all these——

Mr. DANNEMEYER. You be. it’s different. It’s non-curable.

Mr. WinpoMm. Right.

Mr. DaANNEMEYER. How else is it different?

Mr. WiNnpoM. Well, in the fact that once it goes through its full-
blown stage, it’s fatal. And it’s rapidly progressively fatal.

Mr. DANNEMEYER. But Doctor, I'll state it this way. If public
pelicy requires we report a curable communicable venereal disease,
doesn’t it seem logical that we would exact the sume requirement
for a disease whicl is not curable?

Mr. WinboM. Well, that’s——

Mr. DANNEMEYER. Human logic would seem to dictate that

Mr. WinpboM. There is also some evidence, and a feeling that if
we did that, there would be a number of instances where that
person would never even seek the opportunity to get tested, be-
cause it has many sther ramifications.

Mr. DANNEMEYER. Now the Stute of Florida, I mean the States of
Colorado, ard Idaho and Minnesota in this country reject that ar-
gument, don’t they? They require that those with the virus be re-
portable, don’t they?

Mr. WinpoM. Yes, sir. Yes.

Mr. DaANNEMEYER. Wouldn’t you say that every person with the
virus today and in next 5 years is going to manifest some impair-
ment of their immune system?

Mr. WinpoM. Well we don’t know that, sir.

Mr. DaNNEMEYER. Well the French study published about 8
months ago indicated that about 50-70 percent of those with the
virus would get AIDS and die, ar.d the balance would all manifest
some impairment of their immune system. My point is, you say
that some people would not participate if we had mandatory test-
ing.
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What I am suggesting is, every person with the virus is going to
be in contact witi the health care system of this Nation, because
they frankly have no place else to go, and at that point they have
no place to hide, and when they come into the health care system,
isn’t it apgropriate that we adopt and respond with the normal
routine public health response for every communicable disease that
has come down the pike in the lab test—last half century, and
make it reportable?

Mr. WinpoMm. What you're saying is being considerea in many,
many places today.

Mr. DANNEMEYER. How long is——

Mr. Waxman. Gentlemen, the time has expired.

Mr. DaANNEMEYER. Wait a minute, Mr. Chairman. You started at
10:24 and quit at 10:36. I started at 10:36 and I think I should be
able to go to 10:48, and take 12 minutes just like the Chairman did.

Mr. Waxman. Well I'm sorry, I'm sorry, I don’t think you’ve cal-
culated correctly, and I think we've given you the same amount of
time, but we’ll give you an opportunity in the second round. Mr.
Wyden has been waiting patiently, and you have another opportu-
nity.

Mr. WypeN. Thank you, Mr. Chairman. I just have a couple of
questions.

Dr. Roper, in 1987 the cost of AZT in the Medicaid program
could reach $50 million, according to your indications. Is that Fed-
eral money, or combined State and Federal?

Mr. RopEr. Combined. It’s 25-25 rougl;ly.

Mr. WypeN. In producing that number, Doctor, how many States
do you assume are going to cover AZT this year?

Mr. Lorer. We assume that 26 States will immediately cover.
Thﬁy are the ones with so-called open formularies.

r. WypEN. I think all of us on the subcommittee would appreci-
ate for the record, the data and assumptions used by HFCA to esti-
mate the Medicaid related costs of AIDS and AZT?

Mr. Roeer. I'd be glad to provide that, yes.

Mr. WypeN. For the sake of the record.

Mr. RoPER. Yes.

Mr. WypEN. Dr. Roper, my second question is, what is the range
of poverty that AIDS patients have to reach before becoming eligi-
ble for Medicaid?

Mr. Rorer. It’s substantial poverty. It varies across the states.
States have different levels.

Mr. Wypen. Well, I know that the Chairman spoke of the Florida
situat.on at a very low level. But I think there are several States
that are even weli below that. I think one State, it may be Ala-
bama, but I'm not sure, you have to have $88 a month for a family
of 2 in order to be eligible.

Mr. Roper. I don’t know the Alabama figures off the top of my
head, but substantial poverty in many States is required.

Mr. WypEN. Should patients have to move from the States with a
very low level? From Florida, and if it's Alabama, as I say I don’t
know, to California to get A”T? Is that what the administration is
advocating?

Mr. Rorer. No. We are advocating the States to effectively
manage their Medicaid program.
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Mr. Wypen. But what if f'ou’re very low income, yet you still
don’t qualify, in your State. I heard that, I guess it’s an old notion,
vote with your feet, but clearly people who are in pain and are dis-
abled coufc’ln’t ibly do that. It would certainly put an extra
burden on the gtates. %Vhat do you do if you're very low income, in
a State you’re not eligible.

Mr. Roper. Well the question you pose—it strikes to the heart of
a Federally-State operated program, a partnership program. We
depend on the voters and the elected officials of ti.e several States
to do the right thing by their citizens.

Mr. Wypen. Well, I think we’re all interested in the States doing
as much as possible. I'm just concerned that people are going to fall
through the cracks as a result of this situation. There may not be
any drug services in their State, and they may not be able to move.

e question for both of you that I'd like to ask, deals with
whose responsibility is this? Where are the lines between the Fed-
eral Government and the States? I think your positions are s little
bit different.

I understood Dr. Windom to say that it’s unethical to withhold
AZT {rom AIDS patients. That was Dr. Windom’s statement to
Chairman Waxman. But Dr. Roper has said that’s it’s not a Feder-
-1 ethical responsibility. My question is, whose responsibility is it?

Mr. Roper. I think we as a society have a responsibility to pay
for health care services to those who can’t afford to pay for them
themselves. That includes not only AIDS patients, but patients of
whatever malady. And society has that duty. The Federal Govern-
ment, State Government, local Governments, the private sector,
the manufacturers of the drug. It’s a responsibility that we all
share. The Federal Government is discharging that responsibility
primarily through the Medicaid program, as I've said.

Mr. WypEn. I don’t think that’s much solace to people in great
ain, and agony to say that society :n the abstract has a responsi-
ility to do it. We haveto make decisions to try to help alleviate

that pain, and make sure they're in the most cost effective manner.
I personally think the Federal Government has a more significant
role to play in this then all of you do, but that will be a subject for
other debates.

Dr. Windom, would you want to comment?

Mr. Winbom. Yes, sir, Mr. Congressman. This is a early disease
process, it’s a very devastating one that has aroused the concern of
millions of people in this Nation, and we know of many communi-
ties where this disease has manifested itself more than others.
There’s a great deal of community effort, individuals helping the
patient through many ways, to show compassion, and concern, and
to make their care more available with all the help of many disci-
plines. So I think it is evident that there is a great deal of human-
1stic a;wroach to this disease on all levels.

Mr. WypeN. Thank you, Mr. Chairman.

Mr. WaxMman. Thank you, Mr. Wyden. The thought ti at strikes
me that when you say society has the obligation to pay for it is
that that could be an excuse for no one in society taking the re-
sponsibility. It could be an excuse for the Federal Govirnment not
to do it, for the States not to do it, for the drug companies to
assume that somebody will pay whatever their price will be, and

%1
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we could easily see large numbers of patients going without this
drug which we would all consider an unethical, unacceptable situa-
tion. So we're going to have to, it seems to me, monitor this situa-
tion very carefully.

Dr. Windom, there are a lot of questions I could ask you about
the AIDS problem, and about reporting and testing routine, man-
datory, whatever. We are going to hold hearings on these issues at
a later date. This is not an issue we're unconcerned about, but I'm
going to refrain from getting into those issues at this time, because
we have this hearing on this question. But any member can pursue
anything they want when they're asked—when they're given the
time to pursue questions.

I just don’t want you to think that our refraining from going into
these questions means that we agree with Mr. Dannemeyer on his
point of view, or that we are uninterested in this situation.

Mr. Dannemeyer, do you wish a second round?

Mr. DANNEMEYER. Yes; I do.

Mr. WaxmaN. The gentleman is recognized for 5 minutes.

Mr. DANNEMEYER. Thank you, Mr. Chairman. Dr. Windom, I
don’t think you were working as head of the Public Health Service
of the Federal Government in March of 1985, but I suspect one of
the staff persons sitting behind you there can help you with respect
to this issue, because 1t relates to the integrity of the blood supply
of this country.

In March of 1985, the Public Health Service of the United States
Government took some action in order to protect the integrity of
the blood supply and in about March of that year, action was taken
with respect to the group that contributed 17 percent of the AIDS’
cases, intravenous drug users. That action provided that the group
contributing 17 percent of the AIDS cases cannot donate blood;
isn’t that right?

Mr. WinpoMm. An intravenous drug user cannot?

Mr. DANNEMEYER. In the Spring of 1985, statistically speaking,
17 percent of the AIDS’ cases came from a group called intrave-
nous drug users, and so from the standpoint of protecting the blood
supply of the country, a decision was made that that group that
contributed 17 percent of the AIDS’ cases, cannot donate blood;
isn’'t that right?

Mr. WinDoM. Yes.

Mr. DANNEMEYER. At the same time, the Public Health Service
for the United States Government made a decision with respect to
the group that contributed 73 perceut of the AIDS’ cases, male ho-
mosexuals, relating to the integrity of the blood supply. Specifical-
ly, the Public Health Service said},' and here they differed, if you
subjectively consider yourself to be a monogonous male homosex-
ual, there is no restriction on f'our donating blood at all, but if you
subjectively considered yourself to be a poli\;gamous male homosex-
ual, the Public Health Service said you should not donate blood;
isn’t that right?

Mr. WinpboM. Yes, sir.

Mr. DANNEMEYER. And then in September of 1986. you changed
your policy whereby you said, irrespective of whether you classify
yourself as a monogonous or polygamous male homosexual, you
should not donate blood; isn’t that correct?
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Mr. WiNDoM. Yes.

Mr. DANNEMEYER. Now, the question I have is this; if it is sound
public policy to protect the integrity of the blood supply of this
country, that the group that contributes 17 percent of the AIDS’
cases, intravenous drug users, is told, you cannot donate blood, how
do you justify adopting less than an identical stricture with respect
to the group that contributes 73 percent of the AIDS’ cases, male
homosexuals, but to that group, to my knowledge, you have to this
giaot:djust said, should not donate blood as opposed to cannot donate

How do you justify that?

Mr. WinpoM. Well, because we feel with the testing procedure,
that we can test the blood today, too, for those who do give blocd
beyond which they should not %ive it, they still offer giving blood.
We cannot prove whether they fit that category or not.

Mr. DANNEMEYER. Well, that’s interesting. The testing procedure
would pertain to whether you are an intravenous drug user or you
are a male homosexual; wouldn’t it?

Mr. Winpowm. It could; yes.

Mr. DANNEMEYER. So 1if the blood test is a constant, there must
be some other reason why the Public Health Service has not been
able to bring itself and say to the group that contr:butes 73 percent
of the AIDS’ cases, you cannot donate blood. Can ycu give me a ra-
tionale as to what—why you do that?

Mr. WinpoMm. Well, t}):e history, of course, of the IV drug use, had
a greater instance of possibility of the spread or the contamination
and consequently, looking at the other issue more with the homo-
sex;utal population and to evaluate just where we stand at that
point.

Mr. DANNEMEYER. Now, let’s be candid about it. The ELISA test
has a false negative in between 4 and 10 percent of the cases;
doesn’t it?

Mr. Winpom. Yes, sir.

Mr. DANNEMEYER. In other words, if a test is negative on a pro-
posed blood sample, there is a 4 to 10 percent chance that that
blood can contain the virus for AIDS; right?

Mr. WinpoMm. That’s too high; about 1 percent now.

Mr. DaANNEMEYER. Well, it depends on what statistician you rely
upon, but I've seen figures on false negatives between 4 and 10 per-
cent. What figures have you seen?

Mr. Winpom. I think it is 1 to 2 percent.

Mr. DANNEMEYER. Let’s take yours, 1 to 2 percent. Don’t you be-
lieve it is sound public policy considering we are attempting to pro-
tect the integrity of our blood supply, for the Public Health Service
to say to the group that contributes 73 percent of the AIDS’ cases,
male homosexuals, you cannot donate blood to the blood supply of
this country, just as you have said to the group that contributes 17
percent of the AIDS’ cases, intravenous drug users?

Wouldn’t that make sound public policy?

Mr. WinpoM. It’s sc:.nething we would have to look at in more
depth, sir.

r. DANNEMEYER. Well, how long is it going to take you to look
at that? Let me give you an example of how this is relevant. Last
year, Dr. Windom, the public health in Colorado reported the in-
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stance where a donor to the blood supply, and I think it was in
May o' 1986, showed up negative on the ELISA test and that
donor’s blood was admitted to the blood supply. That blood ended
up being donated from the blood supply to a recipient and the re-
cipient got AIDS. Then that donor came back in August to donate
again. That donor tested positive under the ELISA test.

The rationale as to why it was missed at the beginning in May
was becruse it takes about 6 weeks to 10 weeks for the latency
period to develop in the human system where antibodies are detect-
ed by the antigen.

My point, Dr. Windom, is this; when will the Public Health Serv-
ice of this couniry recognize that the current policy on protecting
the blood supply of this Nation is defective? Your policy has result-
ed in that citizer. in the State of Colorado getting AIDS, because
your policy relating to the people donating blood is defective.

My questior. 3 when are you going to straighten it out and say
as a matter of public policy that the groups that contribute 17 per-
cent of the AIDS’ cases, intravenous drug users, are going to be
treated on the same b. sis as the group that contributes 73 percent
of the AIDS’ cases, male homosexuals. Those groups should be told,
that they cannot donate blood. When will you do that?

Mr. WinooM. Well, as I mentioned, the first of April we will
have a report of that meeting which discussc ' this very intensively,
2 weeks ago, on the question of blood testing and rr = vdating and to
look at that in more detzil to see what we should d-, because it is a
question that is broad based and requires a great deal of input.

Mr. Waxman. The gentleman’s time has expired.

Mr. DANNEMEYER. In my judgment, you are treating this as a
civil rights issue. You and the other members of the Public Health
Service, in my judgment, are derelict in your responsibility and if
you can’t straighten up the public policy health response to this
epidemic in America, I think with all due respect, sir, you shoul
be replaced by people who will have that courage to do so.

Thank you, Mr. Chairman.

Mr. WaxmaN. The gentleman’s time has expired. What Mr. Dan-
nemeyer has expressed here is nothing new. He has expiessed it in
other settings and other forums and in complaints to the President
himself, as I understand it, there were letters complaining about
his own administration.

But just on this blood question, which isn’t the subject for debate
today but it has been raised, if you have someone coming in to
donate blood and they are an intravenous drug user, that can be
determined by a medical person at the site where the blood is to be
donated. If someone is a homosexual, you are relying on that per-
son’s judgment. You have to prove whether that individual is cor-
rect or not in the statement that he or she makes, that it is not the
case,

The Public Health Service has relied on the fact that you can
screen out the bluod rather than try to go out and find out whether
these individuals are other than what they say they are.

You say, someone comes in to donate blood, you are nr. to
donate blood if you are a hemosexual. Isn’t that correct?
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Mr. WinpoM. We request that if individuals have had sexual re-
lations with another male since 1977, are a category of people who
should not donate blood.

Mr. Waxman. You tell them doir’t donate blood. Now, if you are
going to require them at the site to go out and investigate further,
you are going to have to investigate everybody who comes in. Now,
the reason, as I understand it, that you have this particular proc-
ess, is because you have the ability to then examine the blood.

You tell people not to donate blood and then you screen the
blood to see if the virus is in the donated blood and you remove
any blood from whatever source. After all, you can have blood with
the virus in it from someone who is not a homosexual, who never
was aware they were carrying that virus.

I wanted to raise those points, as well, to counter the charges
{:)hat have been made, that you have not been acting in an responsi-

le way.

That concludes our business before the subcommittee. We stand
adjourned.

[Whereupon, at 12:00 p.m., the hearing was adjourned, t« recon-
vene at the call of the Chair.]

[The following letter was submitted for the record:]

AMERICAN PHARMACEUTICAL ASSOCIATION

STATEMENT ON THE DISTRIBUTION OF THE ACQUIRED IMMUNE DEFICIENCY SYNDROME
(AIDS) DRUG AZIVOTHYMIDINE (AZT)

The American Pharmaceutical Association (APhA) commends tae Burroughs-
Wellcome Co for its decision to distrubute the new AIDS drug, azidothymidine
(AZT), through the traditional drug distribution system that ensures the active par-
ticipation of pharmacists. Although the AIDS patient will be required to designate a
particular pharmacy where he or she will have prescription orders for AZT dis-
pensed, the patient througlh. this system will be assured access to comprehensive
pharmaceutical services through the pharmacy of his o- her choice.

In the case of AZT, it is Y‘articularly appropriate that the traditional physicia:.
pharmacist-patient relationship has been preserved. AZT is a highly toxic cﬁ-sug for
which therapy must be individualized for each patient. Further, strict adherence to
the prescribed dosage is essential to achieve maximum effect. Consequently, pa-
tients on AZT therapy require special counseling, and their therapy must be closely
monitored. Pharmacists are especially suited to provide these essential services. Be-
sides special services related directly to their drug therapy, patients on AZT, be-
cause of the nature of their disease, often require other community health services,
such as hospices and mental health counseling, and pharmacists can refer patients
to such se. .ces available in their communities.

Pharmacists can also assist patients in dealing with the relatively high cost of
AZT therapy. Pharmacists have historically worked with their patients to achieve
maximum drug therapy effect at the lowest possible cost, as well as to help identify
sources of financial assistance that miﬁht be available in the community to help
with patients’ drug iherapy costs. In the case of AZT, pharmacists through their
monitoring function can work with patients and physicians to achieve a dnaage lovel
that will be effective yet most economical.

In addition to helping tailor therapy to achieve cost savings, pharmacists’ tradi-
tional methods of determining their fees will also help keep patient costs low. Al-
though pharmacists will be assuming significant financial risks and inventory carry-
ing costs related to stocking AZT, the fees which pharmacists will receive, besides
recovering their actual costs for the drug product, will relate primarily to their iro—
vision of the counseling, monitoring and other pharmaceutical services that t ey
will be providing to the patient. Therefore, it si clear then that patient cost esti-
mates cannot and should not be based upon percentage markups on the wholesale
price of the drug charged by the manufacturer. Although the actual professional fee
received by pharmacists will vary from pharmacist to pharmacist, all pharmacists
obviously are entitled to receive a rea- -“le professional fee for the services they
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provide in supplying the drug. However, if compared with a percentage of wholesale
cost, that fee likely will be quite small.

As experience is gained on the distribution of AZT, APhA has offered to further
work with Burroughs-Wellcome to make any adjustments in the distribution system

that would assi re that it works even better to help the AIDS patient. ¢
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AIDS ISSUES
AIDS and Minorities

MONDAY, APRIL 27, 1987.

Housg oF REPRESENTATIVES,
CoMMITTEE ON ENERGY AND COMMERCE,
SuBCOMMITTEE ON HEALTH AND THE ENVIRONMENT,
Houston, TX.

The subcommittee met, pursuant to notice, at 9:30 a.m., in Moot
Court Room of the Law School at Texas Southern University,
Houston, Texas, Hon. Henry A. Waxman (chairman) presiding.

Mr. WaxmaN. The meeting will come to order.

We will speak as loudly as we can. We want to welcome you to
this subcommittee meeting hearing of the Health and Environment
Subcommitte~ of the Energy and Commerce Committee of the
House of Representatives. This subcommittee has held over a dozen
hearings on the epidemic of Acquired Immune Deficiency Syn-
drome or AIDS. Most have been on the stubborn refusal of the
Reagan administration to h~ed the warnings of its own best health
and medical experts. Some have been on models of clinical care for
AIDS patients. Some have been on the need to develop new thera-
pies for the disease,

Today’s hearing will deal with all of these issues at once. But
today’s hearing is also to bring to public attention a side of the epi-
demic that has been largely unaddressed: The disproportionate
daniers that AIDS poses for minorities in America.

I have argued on many occasions that had AIDS first appeared
among members of the Chamber of Commerce, the Federal re-
sponse to the disease would have been much more urgent and
much more comprehensive. Since the disease was first recognized
among gay men, however, the Reagan administation dealt with it
as business as usual.

This neglect of gay men who were ill is now matched by the ad-
ministration’s unwillingness to recognize the particular problems
of AIDS among minority groups, both gay and straight. While
Black Americans represent about 12 percent of the populction of
the Nation, they represent 25 percent of the confirmed cases of
AIDS. While Hispanic Americans represent 7 percent of the popu-
lation they make up 14 percents of the cases of AIDS.

These numbers are complex. They involve drug abuse and sexual
activity. They are tied to a variety of problems in minority access
to health care, education and employment.

But clearly above and beycnd these complexities, these statistics
point out that there is a special need for the public health agencies
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of Federal, State, and local governments to provide AIDS education
and clinical care services that reach Black and Hispanic Ameri-
cans. Educational programs for white gay men may never reach
Hispanic gay men. Counseling programs for white pregnant women d
ma’aﬁbe inaccessible to Black pregnant women.
¢ Reagan Revolution in government services has hit minority
groups particularly hard. The AIDS epidemic will make these years
of neglect even more devastating andp will be fatal for many Black
and Hispanic people.

I hope that with today’s hearings, we will remove some of the
blinders that surround observers of AIDS and finally conclude that
AIDS is a crisis for all Americans Hispanic, Black and white, het-
erosexual and homosexual, young and old. Once that occurs, we
will be able to address the disease as a disease and not as a curse.
We will be able to care for all sick people regardless of their race
or their income. And I hope we will be able to bring together a
Nation that is becoming frightened and torn over the epidemic.

I want to thank Congressman Mickey Leland, who has invited us
to come .0 this meeting, today, and to hold this hearing. Congress-
man Leland is a very active member of the Subcommn.ittee on
Health, has been involved in our hearings and activities in the
AIDS area, as well as in many other health issues. And, through
his leadership, we are trying to deal with these very pressing prob-
lems at a time when we are having a lot of trouble from the failure
of the cooperation of many of the administration to recognize the
realities.

We hope this hearing will aid both of us in fighting for more
Federal efforts tc combat the AIDS epidemic and to make sure that
those Federal efforts are targeted and clear and coherent from a
public health point of view.

And I want to recognize at this time, Congressman Leiand.

Mr. LeLanp. Thank you very much, Mr. Chairman. Let me thank
you for your very quick and ready response to the invitation to
come and hold this hearing here in my city, in my district, at my
alma mater.

A few years ago, the Gay Political Caucus iivited me to a “town
hall” meeting and introduced me to the very severe and critical
problem that afflicts Houston. This problem, of course, of AIDS

I was involved through the committee’s work and activities with
the issue of AIDS, but had never realized to what extent or the
magnijtude of the problem that existed in my own city. I guess, to
some extent, I was as guilty as some of our so-called city leadership
with my ignorance about the prominence of this very serious, this
very serious affliction of our city and our country.

I am most pleased, however, that indeed there are those of you,
Mr. Chairman, in the Congress, wno would t-ke the kind of fervent
leadershig to not only address the problem of how it is that we
cure AIDS, but also how it is that we prevent AIDS.

It is becoming 1a0re and more apparent, now, that the homosex-
ual community is not the only community that has been afflicted
with this disease. The gay community, the gay and lesbian commu-
nities are communities that indeed we have to guard in terms of
their human rights and their human ailments, if you will, and we
cannot push them aside. But, at the same time, ana I do not want
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to demern the interest of doing just that, but at the same time, I
would like to expand this sphere of discussion in order that we can
address the very critical problem of AIDS that is grow.ng arongst
heterosexuals and, particularly, amongst minorities, too. I think
maybe with working in coalition together with those all who are
afflicted, we can finally realize some true solutions to the problem.

Since AIDS was first targeted as a specific disease in 1981, it has
received a tremendous amount of public attention. Unfortunately,
the general public continues to think of AIDS as a disease of homo-
sexual white males. As a result, one aspect of the epidemic has
been largely overlooked. AIDS cases occur nearly three times more
frequently among Black and Hispanic men than among white men,
as was alluded to by our chairman. And the incidence among Black
and Hispanic women and children compared to whites is even
higher. Moreover, recent studies indicate that AIDS will continue
to spread at much higher rates among Blacks and Hispanics than
among whites. If we are serious about developing a game plan with
which to win this war against AIDS, these sobering statistics must
be taken into consideration.

In order for our actions to be effective, we must aggressively
pursue answers to such difficult questions as: Why does AIDS occur
more frequently amongst minorities than whites. And why is this
disease increasing in the heterosexual community?

We already have maay hints as to answers to some of these ques-
tions. For instance, in the white community, AIDS has spread pri-
marily through male homosexual contact and women having con-
tact with bisexual men. Among Blacks and Hispanics, however,
AIDS is spread primarily as the result of intravenous drug abuse
and heterosexual contact. This pattern is partly due to the dispro-
portionately large number of Black and Hispanic IV drug users in
areas most affected by the AIDS epidemic.

As a matter of fact, 62 percent of minorities acquiring AIDS
through heterosexual contact have reported sexual contact with an
IV drug user. Since most of the women with AIDS are Black and
Hispanic, it is not surprising that most child..en with AIDS are also
Black and Hispanic, estimated to be about 80 percent of the victims
afflicted with AIDS.,

AIDS affects our entire society. Therefore, we must all work to-
gether to address this problem. Black and Hispanic organizations
have a unique opportunity and obligation to become educated
about AIDS and how to stop its further spread in our communities.

Of course, the development of an effective vaccine and treatment
must remain a high priority. But until a vaccine and treatment are
discovered, prevention programs are our only remedy.

Mr. Chairman, today’s hearing is an integral and critical aspect
of any prevention remedy: Education. In conclusion, Mr. Chairman,
I am pleased that these panel members will help educate all of us
about the impact of AIDS beyond the homosexual community, in
general. And I would like to again reiterate that that does not
demean the importance for us to pursue how it is that we can prc
tect our homosexual community against this very dire disease.

Mr. Chairman, let me at this time, if I may, thank the President
of the Texas Southern University for not only his participation,
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which is to ensue, and I see that he is here, for allowing us to hold
this hearing here.

We would like to thank Gene Harrington, who we know facilitat-
ed the opportunity for us to participate in this setting at the Moot
Court of the Thurgood Marshall Law School. Let me also thank the
Chicano law students as well as the Black Law students who facili-
tated the welcoming banners that we see and the refreshments
that we were able to get before the hearing and for all of those who M
have participated here in the City of Houston to help put this in-
credible hearing and this landmark hearing, 1 might add. Mr.
Chairman, on here in the City of Houston, at Texas Southern Uni-
versity.

[The opening statements of Hon. Mickey Leland and Hon. Jack
Fields follows:]

StaTEMENT OF HON. MICKEY LELAND

Mr. Chairman, I want to take this opportunity to thank you for holding this hear-
ing here in our City of Houston and for your focus on the problem of AIDS both in
and beyond the homosexual community.

Since AIDS was first targeted as a specific disease in 1981, it has received a tre-
mendous amount of public attenticn. Unfortunately, far voo many members of the
general public continue to think of AIDS as a disease of homosexual males. And
many peopie continue to thing of AIDS as & disease which predominately affects the
white community. As a result, one as, .t of the epidemic has been largely over-
looked: AIDS ce-es occur nearly three times more frequently among Black and His-
panic men than among white men. And the incidence among Black and Hispanic
women and children compared to whitzs is even higher. Moreover, recent studies
indicate that AIDS will continue to spread at much higher rates among Blacks and
Hispanics than among whites. And since most of the women with AIDS are Black
and Hispanic, it is not surprising that most children with AIDS are also Black and
Hispanic. If we are serious about developing a game-plan to win the war against
AIDS, these sobering statistics must be taken into consideration.

In order for our actions to be effective, we mus* aggressively pursue answers to
such difficult questions as: Why does AIDS occur more frequently among minorities
than whites? And why is this disease increasing in the heterosexual community?

We already have many hints as to the answers to some of these questions. For
instance, in the white community, AIDS has spread primarily through male homo-
sexual contact and women having contact with bisexual men. Among Blacks and
Hispanics, however, AIDS is spread primarily as the result of intravenous drug
abuse and heterosexual contact. This pattern is partly due to the disproportionately
large number of Black and Hispanic LV drug abusers in ar:as most affected by the
AIDS epidemic. As a matter of rfact, 62 percent of minorities acquiring AIDS
through heterosexual contact have reperted sexual contact with an I V. drug abuser.

AIDS affects our entire society; therefore, we must all work together to address
this problem. Black and Hispanic organizations have a unique opportunity and obli-
gation to become educated about AIDS and how to stop its further spread in our
co:nmunities.

Of course, the development of an effective vaccine and treatment must remain a
high priority; but until a vaccine and treatment are discovered, prevention pro-
grams are our only remedy. In my view, an effective prevention program must in-
clude certain features that have not ret received much public or media attention.
These include: (1) targeted outreach risk reduction programs for minority popula-
tions; (2) programs that are sensitive to cultural and language needs; (3) improved
access to, and utilization of, health services to munority populations; (4) coordinated
Federal, State, and loc. | prevention activities; and (5) technical assistance for com-
munity groups.

Mr. Chairman, today's hearing is an integral and critical aspect of any prevention
remedy—education.

In conclusiva, Mr. Chairman, I am pleased that these panel members will help
educate all of us about the impac: of AIDS beyond the homosexual community, in
general, and in minority communities in particular. I look forward to hearing their
testimony on hlr Tst to address this devastating epidemic
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STATEMENT or Hon. Jack FiELps

Thank you, Mr. Chairman. Mr. Chairman, I want to commend you and my col-
league from Houston, Congressman Mickey Lelend, for concucting this hearing
today here in Houston. Acquired Immune Deficien.;y Syndrome, or AIDS, as it is
commonly known, is the most pressing public health problem with which this coun-
try is faced today. It certainly merits considerable attention by our society.

This deadly disease also merits considerable attention in Houston and Harris
County. Latest figures show that Harris County has logged 1,027 cases of AIDS. This
is the fourth highest tally in the country.

The State of Texas also has the fourth highest State total. There have been 2,138
confirmed cases of AIDS in Texas; almost half of that total has been in the Houston
area. In Texas, there have been 1,325 deaths.

If there are no significant breakthroughs in the treatment snd prevention of
AIDS, by 1991, 240, people in Texas will have been exposed <o AIpDS; 16,200 of
those wii'l be confirmed cases; and of those 16,200, about 11,000 wil] have died from

Texas Commissioner of Health Robert Bernstein has predicted 60,000 cases of
AIDS in Texas by 1997. Certainly it was an understatement when U.S. Surgeon
General C. Everett Koop told a Joint Session of the Texas Legislature that “You've
got a big problem in Texas.” This is one situation that I sincerely wish weren't
“Texas-sized.”

Nationally, there have been 33,997 confirmed cases of AIDS; of those cases, 19,658
gople have died. Almost a year aﬁ the U.S. Department of Health and Human

rvices projected that there would be about 196,000 confirmed cases of AIDS by the
beginning of 1991, with another 74,000 diagnosed during 199:. Health and Human
Services also predicted that 125,600 people will have died from AIDS by the begin-
ning of 1991, with 54,000 more deaths during the year.

ese are monumental figures. Perhaps the immensity of the problem can best be
appreciated by comparing it with the tragedy that occurred when polio was epidem-
ic 40 years ago.

Between 1943 and 1956, 400,000 people were infected with polio. Since AIDS was
introduced into the United Stateségrobably in 1976, experts estimate that at least
1.5 million people have been infected with, or are carriers of, the virus.

Of the 400,000 people who were infected with polio, 22,000 died during the period
1943-1956. As I mentioned earlier, nearly 20,000 have already died from AIDS. With
AIDS, I am afraid, the worst is yet to come.

I am sure everyone has heard ail of these staggering numbers before. But I, and
others, recount them to impress upon all of us that this communicable disease is the
severest public health problem any of us have faced, or are liketliy to face, in our
lifetime. ile more people may die from cancer, heart disease and stroke this year
and next, they are not contagious diseases. The specter of contagion is what sets
AIDS in a class by itself.

With that caveat firmly in mind, we must all concert our efforts to rid our society
of this deadly disease. When I say we, I mean the local, State and Federal levels of
government, as well as the private sector. We all have a responsibility to contribute
to the provision of adequate resources to effectively deal with AIDS.

We also must be courageour enough to take the appropriate public health meas-
ures which will curtail needless suffering and death. This may require some tough
decision-making; but, it will be necessary.

Mr. Chairman and Congressman Leland, I hope we can work together on meas-
ures which adequately and_appropriately address the public health disaster of Ac-
quired Immune Deficiency Syndrome.

Thank you, Mr. Chairman.

Mr. WaxMmanN. I would like to call forward Dr. Robert Terry,
president of Texas Southern University to make a presentation to
the subcommittee. As Dr. Terry approaches, I want to let him
know how much we do appreciate the fact that we are holding this
meeting here today and we appreciate your hospitality in allowing
us to meet in the Moot Court.

It is a long time since I was in a Moot Courtroom, not since I was
at JCLA Law School, and I was not up on this side of the * »im
when I was last in a Moot Court setting. But this feels much better
up here than down there.

e
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And Dr. Terry, now you have your turn to be down there.

Mr. Leranp. Mr. Chairman, before the president speaks, I see
that the Dean of the Law School is also here, Dean Douglas; and
we want to thank him, too, for this program.

STATEMENT OF ROBERT J. TERRY, PRESIDENT, TEXAS
SOUTHERN UNIVERSITY

Mr. TErry. Thank you, Mr. Chairman, and good morning.

I am Robert J. Terry, president of Texas Southern University. I
am a biomedical scientist. I am honored to welcome the US House
of Representatives Subcommittee on Health and the Environment
to our campus. I believe it is especially fitting that these hearings
focusing on AIDS and its impact upon minorities are being held in
the Thurgood Marshall School of Law.

While AIDS is a major medical and social problem, effecting
American society in general, it is especially devastating to minority
communities, women and children. The following statistics are pro-
vided by the Centers for Disease Control in the United States. In
the United States, Black people make up a disproportionate
number of persons with AIDS. Thirty-eight percent of all of those
with AIDS in the United States are minorities. And 87 percent of
women with AIDS are women of color. Ninety-one percent of all
children with AIDS are non-white. And 60 percent of those with
AIDS in Newark, New Jersey are heterosexual Black people. In
Washington, DC, 50 percent of those who have AIDS are non-white
heterosexuals. And in New York City, nearly one-half of the AIDS
cases are heterosexual and 80 percent of these are Black or Hispan-

ic.

Most heterosc ~ually infected persons with AIDS in the United
States have been Black or Hispanic women. Heterosexual women
who are not drug abusers have the highest rate of increase than
any group. As a special purpose institution of higher education,
Texas Southern University is an appropriate site for these hear-
ings. The Thurgood Marshall School of Law is one of the leading
non-medical institutions in the country that is devoting its atten-
tion to AIDS and its impact upon people of color.

The Houston Mayor’s Task Force on AIDS, the AIDS Foundation
in Houston, the Texas Human Rights Foundation and the Associa-
tion of American Law School’s Section Dealing with AIDS have all
had the bcaefit of our law faculty input. Our Law Library has one
of the most complete collection of AIDS’ discrimination materials
and we have the most complete AIDS’ clipping service in the city.

In addition, our law faculty was instrumental in conjunction
with the Clark Reed Foundation in setting up the AIDS Legal Hot-
line which provides legal assistance to persons being illegally dis-
criminated because of AIDS and AIDS-related complex, or HIV se-
rially positive status.

In September, the Law School will host a national conference on
AIDS, Minorities and the Law, which will convene legal experts
from throughout the country to discuss the major legal issues AIDS
presents.

I believe the reception you have received this morning from the
administration, from the faculty and student body is testimony to
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the cedication of our institution in insuring that the special prob-
lems that AIDS poses to people of co'or are adequately addressed.

I again welcome you and wish the hearings a success. Thank you
very much.

Mr. WaxMaN. Tham; ou very much, Dr. Terry.

I want to thank yo.. very much, againr. for having us here. Qur
subcommittee has been the most active ir dealing with the AIDS
crisis in the Congress. We have held a number of hearirgs. And
this is the second hearing outside of Washington. The first was in
Los Angeles in 1981 when we did not even know the word, “AIDS.”
We had first received reports of a disease called Kaposi’s Sarcoma,
which is a rare form of cancer. And, sudderly, it was occurring
among gay men in the United States in very small numbers.

Wall, now, after all of these years, we have discovered AIDS. We
have seen over 30,000 Americans come down with AIDS. We have
seen the statistics of the number of people that will get this disease
in the coming years, which is very, very frightening, indeed. And,
as we look at the statistics for Houston, they are among the most
frightening.

As of April 13, Texas had the fourth highest number of cases in
the country, behind New Ycrk, California and Florida. Total cases
were 2,142, Also, as of April 13, Houston had the fourth highest
number of cases among cities in the United States. And we realize
that the problems here are going to be the kind of prcblems that
other cities, unfortunately, will ?0 throw.gh in the years ahead. So,
we want to learn what we can from the experience here in Texas
with all those people who have AIDS and with special emphasis on
special groups, minority groups, particularly, that are afflicted and
how, how they ought to be handled in ways that will be mnre sensi-
tive to the differences in the population.

I thank you very much for greeting us and for hosting us.

To give us a background about the AIDS disease, I would like to
call forward to testify as a panel: Dr. J. Michael Lane, Director,
Center for Prevention Services, Centers for Disease Control, Atlan-
ta, GA; Dr. Mathilde Krim, Associate Research Scientist, St.
Luke’s-Roosevelt Hospital Center and Columbia University, and
Foundirg Chair of the American Foundation for AIDS Research;
and Dr. James Haughton, Director, City of Houston Department of
Health and Human Services. If the three of you would please rome
forward in these seats where there are microphones.

We are Kleased to welcome the three of you to this hearing,
today. We have prepared statements that you presented to us and
those prepared statements will be made part of the record, in full:
but what we would like to ask you and afl other witnesses today is
to try to summarize your testimony in no more than 5 minutes. We
will have to try to ask everyone’s cooperation. As difficult as it is
sometimes to say all that you want ‘o say in 5 minutes, but for us
to have the full opportunity for questions and answers and to hear
all of the witnesses and to keep with all the schedules that we are
trying to juggle today.

, we are going to use a timer which will ring at the end of 5
minutes to let you know that the time has expired and we would
like to ask at that point that the witnesses give us a summary sen-
tence and conclude.
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Why do we not start with Dr. Lane, if we might.

STATEMENTS OF J. MICHAEL LANE, DIRECTOR, CENTER FOR
PREVENTION SERVICES, CENTERS FOR DISEASE CONTROL,
PUBLIC HEALTH SERVICE, DEPARTMENT OF HEALTH AND
HUMAN SERVICES; MATHILDE KRIM, ASSOCIATE RESEARCH
SCIENTIST, ST. LUKE'S-ROOSEVELT HOSPITAL CENTER AND
COLUMBIA UNIVERSITY, AND FOUNDING CHAIRWOMAN, AMER-
ICAN FOUNDATION FOR AIDS RESEARCH; AND JAMES G.
HAUGHTON, DIRECTOR, CITY OF HOUSTON DEPARTMENT OF
HEALTH AND HUMAN SERVICES

Mr. LANE. Thank you, Mr. Chairman. I am Dr. J. Michael Lane,
Director of the Center for Prevention Services at CDC. And I am
pleased to represent CDC at this hearing.

AIDS., as you know, is the Nation’s No. 1 public health problem,
with nearly 35,000 cases and nearly 20,000 deaths having been re-
ported since 1981. The largest number of cases have been concen-
trated in certain areas such as New York, San Francisco, Los An-
geles, here in Houston, and Miami. But AIDS has been represented
in every State in the Union. In 1985, AIDS became No. 11 leading
cause of potential years of life lost before the age of 65 and provi-
sional data indicate that in 1986, it moved "1p to the eighth spot.

Blacks and Hispanics are being disprcportionately affected by
this ep:demic. Of the more than 34,000 cases of AIDS reported to
CDC as of April 20, 24 percent were Black and 14 percent Hispan-
ics, whereas these groups represent only 12 and 6 percent, 1 :spec-
tively, of the U.S. population.

Even more racial differences are seen for certain groups of AIDS
patients. Fer examples, Blacks and Hispanics account for 72 per-
cent of all heterosexual adults with AIDS and 79 Yercent of all
children with AIDS. Approximately two-thirds of Black and His-
panic AIDS patients are residents of New York State, New Jersey
and Florida.

The great majoriy of adults with AIDS can be placed in one or
more transmission categories: homosexual and bisexual men, intra-
venous ¢rug abusers, hemophilia patients, transfusion recipients
and the heterosexual partners of persons in these groups. Blacks
and are over-represented in all of these categories except for hemo-
philiacs. Particularly effected are Black and Hispanics IV drug
abusers, their sexual partners and children.

There are no studies that suggests that Blacks or Hispanics are
physiologically more susceptible than whites to infection with the
AIDS virus or to the development of AIDS once infected. As with
other public health problems, there are undoubtedly many socio-
economic and other factors that influence the incidence of AIDS.
For example, increased rates of AIDS in Bla~%s and Hispanics
probably reflect beheviors that place them at increased risk for
AIDS wirus infection. Some of the differences in the national rates
of AIDS beiween minorities and whites may also be a reflection of
the racial and ethnic distribution of high AIDS incidence areas.

1 would like now to touch on some of the things that we are
doing or will be doing at CDC to address this important problem.
Our major efforts to prevent and control AIDS in minority popula-
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tions are found in the health education/risk reduction aspects of
the prevent projects that we have been funding in all States, terri-
tories and selected metropolitan areas. In these 55 programs al-
ready underway, 15 have activities aimed at their Hispanic popula-
tions and 21 have targeted the infor. ation and education services
to the Black communities.

We recently published new guidelines governing the criteria for
continuation of these projects. We established a requirement that
applicants State and local health departments must recognize in
their applications the problem of AIDS minorities and describe
education and outreach plans designed to reach persons at risk in
minority communities. Of the 58 cooperative agreements recently
received for AIDS prevention support, the overwhelming majority
indicated plans to provide a minority health component in their
AIDS health education/1i8k reduction efforts.

The Public Health Services, through its AIDS Executive Task
Force, coordinates the AIDS prevention and control efforts of the
operating agencies, including CDC. The Director of the Office of
Minority Health is a member of that task force. I mig’ ' add that
there is also a person at CDC whose sole responsibility is .elated to
the problem of AIDS and minorities.

The CDC has funded and will continue to support innovative
AIDS risk reduction projects with Narcotic and Drug Research, In-
corporated of New York City and Beth Israel Medical Cenier in the
same locality. These projects are targeted to minoritics and will
test prevention techniques among drug abusers.

The CDC also supports a three-part AIDS Community-based
Demonstration Project in the New York City area which is focus-
ing on AIDS prevention among street addicts, condom usage among
women in areas with high prevalence of both AIDS and drug
abuse, and prevention of infection among couples when one partner
is on methadone maintenance. This project focuses on changing be-
haviors that are found to a greater degree in minority populations.
Projects in Chicago and in Long Beach, California, also have com-
ponents w....h focus on minorities.

The CDC wili soon announce the availability of funds for one to
three pilot demonstration projects to prevent the perinatal trans-
mission of AIDS virus infection. Nearly 90 percent of children who
have acquired AIDS through perinatal transmission are Black or
Hispanic. Therefore, these projects will focus on individuals from
minority communities and particularly on people who use IV drugs
or who are the spouses or sexual partners of drug abusers.

Additionally, backstopping all of these efforts, is the AIDS Infor-
mation/Education Plan to prevent and control AIDS in the United
States. Mr. Chairman, I know you know of this plan and I am
simpl; going to allude to it for the record.

We realize that the problem of AIDS in minority communities
will require some additional targeted efforts. This summer, on
behalf of the Public Health Service, CDC will hold a national con-
ference to solicit the advice and assistance of experts from minority
organizations across the Nation to address the problem of AIDS in
minority populations. This conference is tentatively scheduled for
August 1987 to take maximum advantage of the information that
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can be shared and we hope this conference will help us in develop-
ing policy for the future. Thank you, sir.

[Testimony resumes on p. 77.]

[The statement of Mr. Lane and attachment follow:]
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STATEMENT OF

J. MICHAEL LANE, M.D., M.P.H.
DIRECTOR
CENTER FOR PREVENTION SERVICES
CENTERS FOR DISEASE CONTROL
PUBLIC HEALTH SERVICE
+eS. DEPARTMENT OF HEALTH AN ' HUMAN SERVICES

Mr. Chairian, I am J. Michael Lane, Director of the Center for Prevention
Services, Centers for Disesse Control (CDC). I am plessed to represent CDC in

addressing the issue of AIDS in minorities.

AIDS is the Nation's number one public heslth problem with 34,513 cases and
19,938 deaths having been reported since 1981. To date, the lsrgest number of
cases have been concentrated in certsin areas such as New York City, San
Francisco, Los Angeles, Houston, and Miami. But AIDS is also s national
problem, with cases having been reported in every State of the Union. In
1985, AIDS became the elever.h leading csuse of potentisl years of life lost
before the age of 65, an. provisionsl dats indicate that in 1986 it moved up

to the eighth spot.

Although there does not app2ar, based on data currently available, to be s
physiological bs-is for a higher incidence of AIDS in minorities, there is no
doubt thst blacks and Hispanics are being disproportionately affected by this
epidemic. Of the 34,513 AIDS patients reported t- the CDC as of April 20,
1987, 24% were black and 14% were Hispanic, whereas theae groups represent
only 12% and 6%, respectively, of the U.S. population. An adiditionsl 12 of
cases occurred in other minority groupe and in individusls of unknown race.
The oversll cumulstive incidences for AIDS in black and Hispanic adults ~ that
is, the number of csses per million population in these rscial/ethnic groups -

are three times thst for white non-Hispanic persons.

Even more marked racial differences are sexn for certain groups of AiDS

patients. For example, blacks and Hispanics account for 72% of all
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heterosexual adulta with AIDS, and 79X of all children with AIDS.
Approximately 2/3 of black and Hispanic AIDS patients are residents of New
York State, New Jersey, and Flor‘da as compared with only 1/3 of white

patients.

As you know, the great majority of adulta with AIDS can be placed in one or
more tranamission categoriec: homosexual and bisexual men, intravenoua (IV)
drug abusers, hemop' ‘1ia patienta, tranafusion r_cipierta, and the
heterosexual partners of persons in these groups. Blacka and Uispanica are
overrepresentel in all of these ¢ =gories, except for the category of
hemophilia patients. Particularly affected are black and Hispanic IV drug
sbuaera, their sexual partners, and their children. It is also of note that
in male AIDS patients who have had aexual contact with other men, black and
Hiapanic men are more likely to be bisexual than white men, most of whom are
exzlusively homosexual. These .isexual men can infect their female aexual
partners with the AIDS vi- 18 and, in turn, these woaen can infect their

newborn children.

The data I have presented thus far deal oniy with reported AIDS casea.
However, aimilar resulta are seen when we examine data on the prevalence .f
infection with the AIDS virus in certain populatioan groupa. Again, blacka and
Hiapanica are disproportionately affected. For example, the U.S. Department
of Defense has tested over 700,000 miiita.y recruit applicants for evidence of
AIDS virue infection. Rates of infection in black and Hispanic appl‘cants
have been 5 and 3 rimes the rate in wh'te applicants, respectively. Even more

striking are racial differences in infection rates seen for volunteer “lood
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dorors. In a study CDC has conducted with American Red Cross Chapcers iu Los
Angeles, Atlinta, and Maryland, infection rates in black and Hispanic donors
were 15 and 5 times the rate in white donors, respectively. Alt‘.ough neither
military recruit applicants nor volunteer blood donors represent the general
population, these data support our belief that ATDS virus infection is more

common in blacks and Hispanics than whites.

As I mentioned earlier, there are no studies that suggest blacks or Hispanics
are physiologically wore susceptible than whites to infection with the AID3
virus or to the development of AIDS once infected. As with other public
health problems, there are undoubtedly many socioeconomic and other factors
that influence the incidence of AIDS. For example, increased rates of AID3 in
blacks and Hispanics probably reflect behaviors that place them at increased
risk for AIDS virus infection. Blacks and Hispanics may have higher rates of
IV drug abuse than other persons. In a survey of heroin abuse treatment
facilities conducted by the National Institute of Drug Abuse (NIDA) in 1981,
63% of clients were black or Hispanic. In proportion to their numbers in the
population, hlacks and Hispanics were 9 and 8 times more likely, respectively,
to be clients than whites. Some of the difference in the national rates of
AIDS between minorities and whites may also be a reflection of the racial and

ethnic distribution in high AIDS incidence areas.

Even within AIDS risk groups, blacks and Hispanics mav be at increased risk.
In three separate studies of AIDS virus infection in IV drug abusers,
infectinn rates were approximately three times higher in blacks and Hispanics
than in whites. Although the reasons for the dijference are unclear, one
possible explanazfon could be that persons tend to share needles with members

of their own racial/ethnic "rou,s. Socioeconomic factors also contribute to

e
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needle-sharing These factors would lead to the non-uniform spread of the

AIDS virus suong IV drug abusers.

I would like now to share with you some of the things we are doing or will be
doing at CDC to address this important problem. Our major a2fforts to prevent
and control AIDS in minority populations are found in the heulth educstion/
risk reduction sspects of the prevention projects that we have been funding in
%5 States, territories, snd selected metropolitan sreas. In thease progrsms
already underwsy, !5 have sctivities aimed st their Hispanic populstiona snd
2] have targeted information and education services to blsck :communities.
Most of these activities to date have focused on fully identifying the AiDS
probles in each locslity, including sn assessment of the extent of
needle-sharing locslly. Data suggest that needle-sharing practices vary
remarkably around the country, and msy be a reasonsble predictor of the
potential for infection smong IV drug users., Survey results wili guide esch

community's AIDS education strategy.

We recently published rew guidelines governing the criteria for continuation
of these projects. We estsblished a requirement thar spplicants—State and
local health deplrtun‘tl--nust recognize in their spplicstions the problem of
AIDS in minorities and describe aducation 4nd outresch plana designed to reach
persons s risk in minority communities. Of the 58 couperative agreements
recently received for AIDS prevention support, the overwhelming majority

indicated plans to provide a minority health component iu their AIDS health
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education/riak reduction activities. Those wiio did not will be receiving ’
asaistance from CDC in developing a minority component. Some specific
examples of the approaches being used might be of interest. Baltimore and
New Jersey are uaing ex-addicts to reach minority street addicts.

Additionally they will hire a full-time health educator to focus on minorities
.and will enter into a contract with the Heitian Council to provide health
education/risk reduction mesaages to thia important minority group. Ohio
included black community leszdera in planning and delivery of health
education/risk reduction messages. Michigan incluied a complete ser of
measurable objectives targeted :o their minority populations. Geor3ia has
entered into a coniract with the Morehouse School of Medicine to provide
educational seminars for the minority comunity. Philadelphia will contract
with BEBASHI (Blacks Educating Blacks About Sexual Health Issuea) ro target
testing to the black coumunity and to provide training for black community
educators. Los Angeles County has funded two Hispanic organizations to
provide family-oriented AIDS education and raise AIDS awareness among Hispanic

youth.

AIDS Prevention Programs must work closely with the organized segments of the

ainority communities and develop plans which have the minoritiea themselvas
dalivering most of the informatfon and messages regarding AIDS risk reduction
through appropriate messages concarniag abatinence and aafer sex, through dyyg
abuse counseling, and through serologic testing for the presence of HIV
infection. CDC {s cowmunicating this message to the States. This aspect of
the program will more fully mature dur!ag FY 1987 ag the dimensions of the
problem become known, and relationships with minority community organizations

become stronger,

Fyo~
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The Public Health Service, through its AIDS Executive Taak Force, coordinates
the prevention and control efforts of the operating sgenciea. The Director of
the Office of Minority Heal is a member of that Task Force. Effective AIDS
education is critical, but it muat complement efforts to atop drug abuse
sltogether. To ensure that close communications are maintained between the
CDC and NIDA to conrdirste their AIDS controi efforts, our agenciea have
entered into s fornsl sgreement. NIDA has tsken major responsibility for
sstivities to control the spresd of HIV by focusing on increasing recruitment
of IV drug sbusera into treatment and educating IV drug sbusera regarding AIDS
riak reduction. The CDC focus is on enauring that ita grantees provide an
sppropriate array of educational and public health outreach services for
minorities. Both agencies are pursuing practical reaearch to get risk

reduction messages acroaa to individuals in the minority communities.

CDC has identified an individual within ita newly eatablished Office of the
Deputy Director for AIDS to serve as liaison with NIDA, snd NIDA has a
comparable position. I might add thst there ia alao a perscn at CDC whoase
sole responsihility is related to the problem of AIDS in minoritiea.
Additionally, CUC staff rer -nsible for training personnel in the States sbout
HIV antibody test counseling have t  tained communications with the NIDA
Community Research Branch which is coordinating similar training for

counselors who work in drug abude treatment facilities.

CDC haa funded and will continue to support Innovative AIDS Risk Reduction
projects with Narcotic and Drug Research, Inc., of New York City ard Beth

Israel Medical Center in the same locality. These projects are tapgeted to

minorities aud will test prevention techniques among drug abusera.

Ko
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COC slso supports & three-psrt AIDS Community-bssed Demonstration Project in

the New York City srss which is focusing on AIDS preverntion among gtreet

addicta, condom ussge smong women in sr:1s with high prevalence of both AIDS

and drug sbuse, snd prevention of infection smong couples when one partner is

on methadone maintenanca. This project focuses on changing behaviors that are
found to & grester degree in minority populations. Projects in Chicego snd

Long Beach also have coaponents which focus on minorities.

CDC will scon snnounce the availability of funds for 1 to 3 pilot
demonatration projects to prevent the perinstal trsnsmission of AIDS virus
infection. As I pecinted out esrlier, nearly SOX of childrea who have ccquired
AIDS through perinstal transmiassion are black or Hispsnic. Therefore, these
projects will focus on individusls from minority communities, and particularly
on people who use IV drugs or who are the spouses or sexusl partners of such
persons. These pilot projects will probahly occur in sress with & high
morbidity of AIDS in children. The intention 18 to develop data to better
understand the problea and s methodology for preventing perinatal AIDS which

can be used to refine gni improve programs across the country.

Thia yesr CDC is initisting an AIDS achool heslth program. The program is @
oix of technical snd finsncisl ssaiatance to existing education agencies and
organizations. designed to help achool end college-aged youth .eceive

information about A’MS and how to prevent infection with the virus. CDC will

be funding cooperative agreements with about 10 State education agencies and
1Z local education sgencies in States and cities that have reported high
numbers of casea of AIDS. These projecta also r2quire apecisl attention 1in

meeting minority health education needs.
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We will also provide funds to three locsl educstion agencies and one Stste
agency to establish trsining and demonstration centers for sssisting other
State and locsl education agencies in the eutubiiuhnent of effective gand
appropriste AIDS educstionsl strstegies. Among other things, these centers
will address how to implement effective AIDS educstion with considerstion of

cultural differences.

To reinforce the State and local efforts, two cooperstive agreements will be
estsblished with nationsl minority orgsnizstions to help incresse the
accessibility and effectiveness of AIDS education. We hope that these
organizstions will be able to influeace the minority community and especially
those organizations that serve the interest and educstionsl needs of Black and

dispanic youth.

Additionally, backstopping all of these efforts is the AIDS
Information/Education Plan to Prevent and Control AIDS in the U.S. A copy of
this Plan will be provided for the record. Included in the Plan 1s the
nationsl public information campaign that is being developed, which will have
minority aspects, and the nationsl Cleariaghouse system which is under
development. This latter activity is an effort to establish . network of
existing AIDS Clesringhouses, snd to provide a mechanisa for effectively
channeling information to the public through State and local orgsnizations.
One aspect of the project will be the identification of culturally sensitive

materials that can be uaed for reaching minority populations
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However, we reslize that the problem of AIDS in minority populstions will
require some specisl targeted efforts. This summer on behalf of the Public
Health Service, CDC will host s nsgtionsl conference to solicit the gdvice snd
sssistance of experts from minority organizetions scross the Nstion to address
the problem of AIDS in minority populstions. This conference is tentatively
scheduled for August 1987 to tske maximum advantage of the information which
will be ahared at the Third International Conference on AIDS during June in
Washington, D.C. The conference on AIDS among minority populations is being
designed to reise the swareness of Federal, State snd local health education
and drug abuse agencies that serve the needs snd interests of minority
popilstions sbout (1) the extent of AIDS and HIV “nfection, and (2) the
prevalence of gnd factors influencing behaviors that increase the risk of ATDS
snd HIV infection among minority populstions. It will include discussions of
sctions that should be taken by Federsl, State and local heslth educstion and
drug sbuse sgencies, as well ag organizations that serve minority populstions
to help reduce the spread of HIV infection among those populations. Tough
this meeting, we hope that lesders in the minority community will become more
swsre of programs and resources that gre currently availsble, that groundwork
csn be leid for more effective involvement of minority orgsnizations in State
and locsl AIDS prevention efforts, and lastly that we will gain new insights

into how to sssist minority individuals who sre st risk of beconing infected.

I will be happy to answer any questions you may have.

)
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AIDS WKLY SUNETLIANE ReFOR! = UNITED STATES
AIDS PROGIAM, CENIYR FOR DNFECTIOUS DISFAES
CENIERS FOR DESEASE CONIRCL

APRLL 20, 1987
JNTTED STATES CASES REFORTED TO OOC
2
A. TRARSMISSIQN CATROORTES FENLES TOTAL
Since Jan 1 Gmistive Since Jan | Qmulative Suxce Jan 1 Qaulst 1ve
AOOLESINTS Waber (%)  Raber Naber (1)

w Male %77 (3 nal () %77 (8) 261 (66)
ravaous (IV) Drug Auser 569 (11) &k (14) 63 S) 1N (0) ™M (W 566 (17
smmal Male and IV Ixug Abuser 363 (7)) 2607 (8) ¥ () 200 (8)

Hemphilis,Gagulation Disorder 3 ) ®m» O 1 O 8 (0 % (1 0 (D

Metewsmnnl Casse® 5 () 63 (2 10 (28) 66 (2909 1® () 1309 (&

Transfusion, Blood/deponsats 98 () 4% (D) 5% (5 4 () 12 @) 65 )

196 (4 84S (3) 43 (12) %6 (10) _2%9 () _udl_(3)

SURTOTAL [% of a1l case] o T3] Te (9] 3% 11 BA (1] %06 (100] 3B [i00)

ouumls

Teopllia/teglstion Diorder 2 (5) n 2 ) PR 6)) s G

Parent vith/st rist. of AIDE® M (73 1% () 8 6 1% (%) S8 (7)) M (W
fusion, Klood/Cup 5 (12) 37 () 2 (® n 7 ® 57 (12

Undeterminad® 410 12 (%) 4 (12) 9 () 8 (W 2 (s,

SUNIOTAL [ of a1l cases] a 58] 267 [55) % [45] A7 [45]

TOCAL (T of all casee) som2 (93] N9oTs (931 M (1) 238 (7] 81 [100] X513 [100)

B.  TMEMSSION CATSIORIES I
MCIAL/ETHNIC GOUP W, WACX, onex’/

T HISPAIC WOT HISPAGC HISPANIC LNQDRY TOTAL
. Qmulstive Qmulative Qmulative Omulative Qmulative
ADOLESENTS Maber (1)  Mmber (0) cuber (D) Maber (D) Waber (1)

PPy i Mala 16620 (80) 20 2286 =5 () 2461 (66)

Intraverous (IV) Drug Abuser 1083 (5) 2860 (3%) 1688 (%) 35 (1) 5646 (17)

fepsemal Mile and IV Drug Abuser 100 (8) 568 (D) 2% M 15 () 207 (8)

Remphilia/Gagulstion Disorder 20 (D 15 (0) »n (0 5 () 1 (D

Hetemsamnl Cases’ 1 959 (12) 10 ) 5 (2 109 (&)
fusion, Klood/@wp 52 () % (1) 42 (0 15 6) 75 (2)

Dndeceradnadé 8 (2) 4% (6) 25 (4) 2 (1) 1081 (3)

SURIOTAL [T of a1} cases] 20738 (6] % (%] a5 () B2 N 302 (100

s

aTmer

Heophilia/Magilation Disorder 16 (16) 5 () 3 M 1 (33) 5 ()

Porect with/at risk of ATDE® o (45) 28 (88) 97 (85) 2 (67)  (79)
fusion, Klood/Cuy 2 (33) 15 (6) 0 57 (12)

Dndeteminad 6 (6) 11 ) 4 ) 2 ()

SUKIOTAL [3 of a11 cases] 9% (2] 269 [56] 1A (2] 3 1l %8 [100]

TOAL {2 of all cases) 20036  [60] %93 (25) 4849 [14) 5 (1] 34513 {100)

1 fhess dsta are pwvisional.

2 Cases with mTe then oos risk factor other than the cosbinations listed in the tables or footmtes are tabulated

only in the catepry listed first.

3 Includes 663 peTons (125 men, 538 vomen) vio have hed hetero
for AIDS and 646 persons (518 men, 128 women) vithout other idem ifisd

sexal contact with & person with AIDS or st risk
risks vto were born in countries in

which heterosemal tranamission is believed to play & major role although precise means of tranemission have

“ ot yet bean fully defined.

Includes petiants on vhom risk information is incomplete (ds to desth, refusal t be interviesed or loss tn
Bllorwp), patients etill under investigation, men reported only to have had heterosemul contact vith o
prostitute, and intervieved patients for viom m specific risk vas identified.

5 Includes all patients under 13 yoars of age at tims of duagosis.
jon fom an inf

6 ppidemiologic dets suggest

d wther to her fetus or infant dring the perinstal perod.

7 Includes patients viose rece/echnicity is Asian/Pacitic Islander (204 persons) and American Trlian/Alsdean Nat 1w

pare
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C. ATDS CASES BY STATE OF NESIDENCE AND DATE OF REPORT TO CIC
Yesr Ending Year Exding CUMRATIVE TOTAL SDCE JUE 1981
: STATE OF AR 20, 1966 2 20, 1987 Mlt/Ablescent Guldren Total
RESTIRENCE Nunber Percent Nuber Percant Muber Percent Naber Percent Maber Percent
Ner Wrk 2945 (29.3) ne ( 25.6) 10166 ( 29.9) 178 (36.8) 10342 (30.M
Califorma 2342 (2.3) 308 ( 224) 780 ( 23.0) 8 ( 5.8) 761 (22.8)
N Florids 64 ( 6.6) 1063 ( 7.2) 217 ( 61 © (124) 2337 ( 6.8)
s 608 ( 6.0 103 ( 7.0) 2% ( 63) 12 ( 2.9 214 ( 6.2)
.4 Jereey 598 ( 5.9) 8, ( 5.9 197 ( 5.9) 66 (13.6) 200 ( 6.0)
Nlimis 27 ( 2.6) 40 ( 2.8) 856 ( 2.5) 10 ( 2.1) 866 ( 2.5)
Fernsylvania 26 (2.2) 23 ( 2.2) % (2.2) 9 (1.9 53 ( 2.2)
Corgis 23 ( 2.1) 365 ( 2.5) 05 ( 2.1) 1n (23 ne ( 2.1
Massachusetts 2 ( 2.2) W (2.0 M6 ( 2.0 12 ( 2.5) 08 ( 2.1
District of ®lubis 216 ( 2.1) m (1.8 66 ( 1.8 8 (.Y 63% ( 1.8)
MaryLend 156 ( 1.6) %8 (LY S8 (1.5 8 (1.7 26 ( 1.9
Washington 1, ( 1.2) 208 ( 14) 45 ( 1.2) 1 ( 0.2) 4% ( 1.2)
Iouisisne 20 (1.2 19 ( 1.3) a1 (1.2 6 (12 a7 (1.2
Gonecticut 110 ¢ 1.1) 1% ( 1.3) » (LD 1% ( 2.9 w02 ( 1.2)
Virginia 16 ( 1.5) 169 ( 1.1) » (1.2 6 (12 38 (1.2
®lorad 8 ( 0.9 19 ( 1.3) %8 (1.1 2 ( o4) 30 ( 1.0)
Chio 51 ( 0.6) 28 (1.5 % (1.0 2 ( 04) 351 (1.0
Poerto R 12 ( 1.0 17 ¢ o0.7) s10 ( 0.9) 18 ( 3. 328 ( 1.0)
Michigan & ( 08 w (1.0 20 ( 0.9 3 ( 0.6) 293 ( 0.8)
Missouri 9 ( 0.6) 1220 ( 0.8) 20 ( 0.6) 1 ( 0.2) 21 ( 0.6)
b1 h Caline Y )) 9% ( 0.6) 208 ( 0.6) 2 ( o4) 20 ( 0.6
Minnzsota n (on 9% ( 0.%) 1% ( 0.5) 1% ( 0.5)
Arizone & ( 06) 7 (0.5 10 ( 0.5) 1 ( 02) 18 ( 0.5)
imna 4 ( 0.5) % ( 0.5 152 ( 04) 2 (04 15¢ ( 0.4)
43 ( ou) a ( o.5) 15% ( 0.5) 15 ( 0A)
wuth Carolina @ ( 0.5) 9 ( 04) 1% ( 0.4) 5 (1.0 19 ( 04)
Hosaii % ( 0.2) 8 ( 0.5) 125 ( 04) 1 ( 02 126 ( 0.4)
Wisconsin 16 ( 0.2) 0 ( 0.5 m ¢ 0.3) 1 ( 0.3)
Alsbams 2 ( 03) & ( 04) 103 ( 0.3) s (1.0 108 ( 0.3)
Okl ahoms 3 ( 03) 56 ( 0.4) 16 ( 037 1 ( 0.2) 16 ( 0.3)
Tewesses 2 (03 63 ( 04) 102 ( 03) 1 ( 02) 1w ( 0.3)
Nevade a ( 02) 4 ( 0.3) % ( 0.2) 8 ( 0.2)
Rentucky 2 ( 0.2 B ( 03) ” (02 ” (02
Node Island 13 ( 0.1) 43 ( 0.3) 0 ( 0.2) # ( 0.2)
Kasas 16 ( 0.2) &3 ( 03) 67 ( 0.2) 1 ( 0.2) 6 ( 0.2)
Ueah 23 ( 0.2) % ( 0.2) 6 ( 0.2) 3 ( 0.6) 9 ( 0.2)
Ner Mexico 17 ( 02) 1 ( 0.2) 55 ( 0.2) $5 ( 02)
Arkansas 18 ( 0.2) 31 (02 53 ( 0.2) 3 ( 0.2)
Delevare (o) 2 (o @ (ol 8 ( o)
Missiseippi n ol A1 02) 4 (o) 4 ( o01)
Maine 16 ( 02) 2 (oY a (o 1 ( 0.2) & (o1
Lwa 17 ( 0.2) 17 € o.1) &0 ( o1 1 (0.2 & (0.1
Nebrasks 10 ( 0.1) 1% ( ol 27 (o) 27 ( 0.1
Mev Hampshire 8 ( o) 1% ( 0.1) 2% ( 0.1) 2 ( 04) 27 ( 0.1
Aleska 1 (o 9 ( o) 3 (ol 3 ( o)
West Virginia 7 (ol 9 ( 0.0) 2a (o) 2 ( 04) 23 (0.1
Vermnt 4 ( 0.0) 7 C 0.0) 3 ( 00 B3 ( 0.0
1dabo 4 ( 0.0) s ( 0.0) 8 ( 0.0 1 (0.2 9 ( 0.0
Mntane 2 (00 6 ( 0.0 8 ( 00 8 ( 0.0)
,in Islands 1 ( 0.0 3 ( 0.0 7 ( 0,0 7 ( 0.0
2 (0.0 4 ( 0.0) 7 ( 0.0) 7 ( 0.0
torth Ddots 3 (0w 2 ( 0.0 s ( 0.0 s ( 0.0
South Deiots 2 ( 00) 2 (0.0 4 ( 0.0 4 ( 0.0)
Cumm ] 1 Co00 s g o.o; 1 { o.o;
Truet Territory 1 ( o 1 ( 0.0
TOTAL T007 o0 1o (10.0) %025 Ti00.0% W Timny TUE T Y
J
[
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APKIL 20, 1907 = PACE 3
D. ALDS CASPS I TRANSMISSION CATROORIES AD DATE OF REPORT T0 CIC, TWELVE-HONTH TOTALS

rmensxammm’ Year Ending Year Ending CIMILATIVE CASES NO DEATHS
- AP 20, 1966 AR 20, 1587 SICE T 1981 .
ADULTS/ ADQLESCENTS Mober (%) Waber (%) Maber __(3)_ Desths (I Cases)
Toxpscaal/Bisenal Hale @6 T 965 Te60) 241 (65.9) 12626 (&)
Intreverous (IV) Drug Aueer mme (122 2 (15D 546 (16.6) Wl (124)
hepseasl Male ad IV Drug Abuser N (68 1% () 20 (77 188 (29
Hemophilia’G>agulation Disrder 93 (0.9 w10 0 (0.9 1% (0.9
W cemmal Casesd n ( u; smo( 3.9; 1 ( 3.0; X (38 .
Tosfusion, Kood/Oaponmts 19 ( L9 % (2.5 s (2.0 3 ( 24)
Undetamminad’ _#7 (29 %1 (38 1M (32 68 ( 33)
SUBICEAL 9867 (100.0) 14568 (100.0) %@9 (i00.0) 19630 (100.0)
&

omme
Bemophilia/Gagolation Disorder [ Y] 2 (58 3 (52 13 (42
Parent with/at risk of AIIS> 129 (m2) 16 (8.0 wm (mn 28 (7.9)

fusk d/Cuy % (152 7 (83 57 (11.8) W (1)
Und\ tanmined? 3 (18 12 (5.8 2 _(43) 13 _( 42)
SUBTOTAL 165 (100.0) 06 (100.0) 4% (100.0) %8 (100.0)

TOIAL 10052 167% 513 19938
2. AIIS CASES B DATE OF DIAGDSIS AND STANDARD METROPOLITAN STATISTICAL AREA (S45A) oF mesmaceS

7 ]
DEA O ESTENE  PATION  BERORE 1966 1986 1965 1967 CMIATIVE TODL

1986
e York, W 9.12 1567 165 2550 B U R ~-
San Prancisco, CA 3.25 450 sl 919 12% 0 W03
1os Argeles, CA 148 381 %] 831 147 pxil 3001
= 2.9 103 1% 33 “8 » 1078
:Ni’ R 1.63 17 1% 276 k <<} 50 109
Washungton, IC 2,06 ” 1w 322 36 9% 999
Nesark, 10 1.97 125 pE7} 28 m © o1
Chicap, IL 7.10 ] 121 it m 48 %8
Dallss, TX 2.97 % [S 168 » 43 616
hiladelphis, PA 4.72 5 108 185 %5 16 60
Atlata, GA 2.3 4 0 16 i 57 562
Toston, MA 2.% % b Y 197 & 22
NasearSuffolk, NY 2.6 5 67 112 164 2 420
7 Lalerdals, 7. 1.2 3% @ 12 mn * 7
San Diap, CA 1.% a1 &3 13 1% k<] 410
Jarvey City, I€ 0.56 53 57 19 13 kY »
Sesttle, WA 1.6 1 52 97 1 0 37
Nes Orlems 1.19 19 50 (] 12 2 0
REST OF U.S. 172,28 809 lud 2697 K, 1] 697 [
wA- mn v = N1 oy -z 0

1 Cases yith more than one risk factor other thm the combinetions listed in the tables or fotrotes sre tabulated
only in the category listed first.

2 Includes 663 persons (125 men, 538 vomm) vin heve hed heterosemial contact Vith 8 pereon vith AIDS or st risk
for AIDS and 646 persone (518 men, 128 women) vithout other identified risks vio wers bom in countries in
which hetemsemm] trawsission is believed t play 8 major role slthougl. precies meems of transsission have ot
yot bean fully drfined,

3Mhlblpnth‘nwvhnriﬁhbl-tbnhw&(hmm,vmmhmﬁ“wbum
Sllosup), patiants atill under investigstion, men reported only to heve hed hetarossmuml contact vith &

sstitute, and intervieved petients for vhom m spacific risk was identified.

4 ncldes all patients under 13 years of age ot tims of diagosis.

5 Epidemiologic dats suggest trmemission from an infected wther to her fetus or infant during the perinatal period.

‘muwl-mmmwmunmmsmmmum. Bacause of this difference, totals mey
differ from thos: in other tables and will change with lsts reports and nev dats or {nformation. These dats ere
prvisional axe rejorted only for B5A’s vith grester thm X0 reported cases of AIIS.

7 Population of HEA's in miliions #8 reorted in the 1980 Coes.
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F. AIDS CASES I KISK PACTOR QOMSDUTIONS (ALTS/ADOLESCENTS)!

. Raber Percent
AIDS CASES REFORTED 10 MAE A SINGIE MISK PACTOR
wssanl/iscanl Wle 2007 (66,7
Intravenous (IV) Drug Muse 5006 (1.
Newophilia/@egulation Do 1% (0.5)
atemenanl Oontact? 1266 a.7n

. Trasfusion, Blood/Cuponants 675 .0)
Oadetermined? . _(3.2)
T 30065 A
AIDS CARS NEPOKIED 10 RAVE MATIPLE RISK PACTURS
Bwsemal-M Wals/Tlood Trensfusion 408 (L.2)

1-31 Male/m 1 185 (0.5)
1-31 Male/de 1 /Blood funi 6 (0.0)
Ibmesual-A Mele/Mmophilis 4 (0.0)
beossnml-3i Mele/Mesophilia/Blood Trawfusion 4 (0.0)
Beosensl-3i Male/IV Drug Muse 249 (2.2)
Ibeosounl -3 Male/IV Drug Abuse/Blood Tranefusion % (0.3)
Bwesual-3i Male/IV Drig Ause/Hrteoseual datect 62 (0.2)
Thaosenml-3i Male/IV Drug Abuss/H 1 f - (0.0)
Bwssanl-M Male/IV Drug Muse/Humphilia 2 (0.0)
essusi-3i Male/IV Drug Ause/Mamphilia/Klood Transfusion 3 (0.0
IV Deug Mbuse/Blood Tranefusion 1m (0.5)
IV Drug /buse/Mstarossmml 67 .
IV Drug use/Wterosmmnl Ontact/Blood Transfusion 17 (0.0)
IV Drug Abuse/Hewphilia 1 00
IV Drug /buse/Memophilia/Blood Tranefusion 4 (0.0)
Aemophilia/Blood Transfusion 12 ©0.4)
Haophilia/Hetesosamual 1 (0.0)
Hewophilie/te 1 @ £ 1 (0.0)
Retemsenul fusion &8 _(0.2)
B .

TOXAL 329 (100.0)

1 These deta ars provisional. Ibt all risk factors asy hase been determined or regorted for all cases.

2 Includes perwons win heve bad heteroseml contact with & person vith AIDS or at risk for AlDS and
mvmmtonuhiﬁdﬂhmmbmhwd.inmmmwh
believed to pley a msjor wle al h ise mars cf t ission te : ot yet been fully defined.

3 Includes patients on viow risk inforastion is incowplete (dw t desth, refusal to be intervissed or loss o

blho-w).wmxmmwmhn.-upndonlymthmmﬂomuﬂn

pati for viom o specific risk ves identified.

P
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G. CASES OF AIDE AND CASE-FATALITY MAIES BY HALF-YEAR OF DIAGNOSIS, UNTIYD STATES

NORMER OF NMIERQF |  CASE-FATALITY
CAS'S KODWN DEATHS BATE

1981 Jar-dae [ ) R
July-Dec 15 160 %
1982 Jan-June k) 319 m
July-Dec 639 555 m
.
1963 Jar-dme 1206 1049 m
July-Dec 158 132 8
158 Jar-das 2415 192 g
July-Dec an 248 m
1985 Jan-Xme 4321 a 2
July-Dec 5350 %09 [
1906 Jar-dme 6314 310 4
July-Dec %36 1978 2%
1967 # p-1] a8 376 17
%13 19938 8%
H. NEPORTED CASES AND [EATHS BY
OPPORTUNISTIC DISEASE CATPOORY  CASES MEPORTED SINCE JANUARY ym CUMNATIVE CASES/[EATHS
. 3 Reported Cases Keown Deathe™ Meported Cases Krovn Deaths
DISEASE CATEGORY BEPOKTED Maber (% Total) Waber (X Cases) Nuber (X Total) Mmber (X Cases)
tis carinii Foemonia 3623 (66) 971 252 &5 13058
1300 (%) 457 (35) ml (22) 4819 (62)
Kaposi's Sarcoms 558 (10) 85 15) Lo 1) 2068 (48)
oL 8 (100) 1513 (28) %513 (0) 19%  (58)
1. AGE KT DIAGNOSIS B
NCIAL/ETHNIC GROP WITE, AKX, OTHERS/
NOT_HISPANIC NOT HISPANIC HISPANIC UNKNOWN TOTAL
AT GOowP CQuaulative Coulstive Omulstive Orulative Qmlative
Maber (%) Musber (2) Naber (%) Maber (D) Muber (%)
Under 5 % (0) %! 0) 105 @) 7 (D [~; I 0)]
$-12 % () a2 9 () 1 () 5 (0)
B-19 51 () % () 27 () 3 ) 1 0
20-2 395 (19) as (25) 199 (23) 3 (19) 29 (2)
V-9 9640 (46) 21 @D 2286 7) 1,5 (6) 16108 (7)
- &mr () 1411 (7 938 (19) 8 (%) ne ()
Onx 49 2365 (11) [ )] 385 (8) 29 © 3383 (10)
T0r L X OF ALL CASES) 208% (0] %53 18] B9 ] LI 09 313 (10T

1 Rerorting of desths is incomplete.

2 Table totals include M cases diagosed prior to 1981, Of these % cases, 62 are kawm to have died.

3 Disease categries are ordered hierarchically. Cases with more than one disease are tabulated only in the disesse
category listed first. Kaposi's sarcons has been reforted in 880 cases since Jamary 1
and in 7163 cases cumletively.

' Deaths are only in cases reported to CIC since Jsruary 1 of anrent year.

5 Includes pti?\tn vhose rece/ethnicity is Asuan/Pacific Islander (204 persons) and Aperican Indisn/Alaskan Native
(3% persons).
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Mr. Vi aaMAN. Thank you very much, Dr. Lane.
Dr. Krim.

STATEMENT OF MATHILDE KRIM

Ms. KriM. Mr. Chairman, Congressman Leland.

What is frightening about AIDS is the deadly nature of the dis
ease of the disease, the fact that it is transmissible, that it it
spreading now, including in the heterosexual community, in fact
where it spreads now at a faster rate than among the previously
identified high-risk groups, and that there is no end in sight to the
epidemic.

To me, in addition, what is frightening is the quality of informa-
tion the public has about this situa.ion, which is appalling. And
this applies to every type of public.

AIDS, the public should understand, is a result of a slow, pro-
gressive and relentless deterioration of the natural immune de-
fense system caused by a viral infection. The virus that causes
AIDS is called the Human Immune Deficiency Virus, or HIV. The
HIV does not kill directly. What kills is a variety of other infec-
tions and cancers to which HIV infected persons progressively lose
their resistance and that medicine cannot treat effectively.

The HIV infection is for life, once acquired. The human body
does not develop resistance to HIV. The HIV is treacherous be-
cause it does not cause symptoms immediately. There is a very
long incubation period, one that can last many years between infec-
tion and the occurrence of clinical symptoms.

Since HIV is mainly transmitted sexually in the natural course
of things, it is transmitted usually between people who appear
healthy and are usually unsuspecting of having been at risk or
having become infected. People who transmit HIV can be gay or
straight, can be young or old, and can be of any race.

In New York, we are suffering a grievous epidemic of HIV infec-
tion and AIDS. In Hous*on, that is already the fourth city in the
Nation in this epidemic, as was pointed out earlier, can expect to
experience what New York City is experiencing now, unless it acts
locally, rapidly and energetically.

The HIV was introduced probably in New York among the gay
community in the early or midseventies. Because it did not cause
disease and nobody was aware of this virus, or AIDS to come sever-
al years 'ater, nothing was done about the spre~ding infection, of
course. And by 1981, when the first cases of AIDS occurred, we had
already 30 to 50 percent of individuals in the gay community who
were infected.

In 1983, we knew that AIDS was not a gay disease and we did
not act on this information. In 1984, we knew the existence of the
causative virus, and we still did not act effectively by warning the
people at risk. We forgot that the so-called high-risk groups includ-
ed also bisexuals and drug abusers. And these transmitted the in-
fection into the larger heterosexual population.

Now, in 1987, 40 percent of all cases of AIDS in New York occur
among heterosexuals. Ten percent of the cases occur among
women. AIDS is the greatest killer of all women between the ages

'
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of 25 and 29 years of age i. New York. And we have hundreds of
sick children.

Dr. Joseph, our Com.nissioner of " .calth, expect the birth of over
800 babies with HIV infection in 1987 alone, and he has siated that
we have half a million people infected with HIV virus.

The screening of military recruits done by the Army has re-
vealed that in the general population in Manhattan, between the
ages of 17 and 25, 1 in 100 is infected. And, if minority group
pecple are selected out among Army recruits, the rate of infection
is 1 in 50.

Minorities, as we heard already, are much over-represented
among al! groups affected by HIV infection or AIDS. *2arly 50 per-
cent of all cases of AIDS in New York occur among minorities. Sev-
enty-five percent of all women with AIDS are minority group
women. And 90 percent of all children with AIDS are minority
group children.

And what is the fate of HIV-infected people? We used to uvelieve
that only 10 or 20 or 30 percent of them would develop disease. We
now know over the last few months, we have learned that after 6
years, over 50 percenti of HIV-infected people develop serious clini-
cal symptoms. And because the rates at which infected people
become sick each year has remaired stable has not decreased yet it
is quite possible that after 10 or 15 years, 100 perrent of all people
will become sick.

There is a silver lining in the AIDS clouds. And this is that there
is no casual transmission and that research will certainly he able
to do something and bring control of the epidemic with treatment
or a vaccine within 5 to 10 years. There is a rce going on between
research arn ' virus spread at " ‘s time, and we are at a very impor-
tant crossroads.

We have a collective the collective means we have are economic
resources and soli information on how the AIDS virus spreads. In-
dividually, we have the capacity to understand this information if
it is made available, and we have the capability to exercise self-con-
trol over our own sexual behavior.

The job of educating and changing people’s. ways can be done, as
we have learned, from the self-help organisaiions in the gay com-
munity that have demonscrated ‘hat it can be done. There are no
countless people in institutions that stand ready to undertake the
enormous educational and counseling job that must be done. They
must be given the resources to do it. We do have a chance in this
country to slow and perhaps even halt the spread of AIDS through
education, first, - d through the fruits of resear~h later. Our chil-
dren wiil justly hold us accountable and will not forgive us if we do
not do the job. Thank you.

Mr. Waxma.:. Thank you very much, Dr. Krim.

Dr. Haughton.

STATEMENT OF JAMF'S G. HAUGHTON

Mr. HavgHTtoN. Thank you for the opportunity to add:ess you
toda J think you 'vill find that my perspective on the prublem is
slightly different than my colleagues.

Po)
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The AIDS is a serious problem. It is not the only health problem
in Houston: and, therefore, as director of Public Health of this city,
it has been my responsibility to help keep some perspective on the
problem.

The 1,135 cases in the Houston AIDS registry include all report-
ed cases diagnosed from January 1 of 1980 through April 6 of this
year among residents of the Houston Standard Metropolitan Statis-
tical Area. That area includes all of Harris County, Montgomery
County, iort Bend, Brazoria, Liberty and Waller Counties. Ai-
though cases have been reported from each of these counties,
Harris County resiients account for 95 percent of the total, and
Houston residents account for 85 percent of the total of the SMSA
cases.

Comparisons of the current national statistics on AIDS with
those for Houstcn reveal some interesting differences. And I have
provided you with a chart there that shows those differences.
Transmission categories, in both cases, in both case series are as-
signed according to a nationally standardized system in which,
when there is a case with multiple characteristics, the case is only
counted in one of the transmission categories.

Now, nationally, the largest transmission category is “Homosex-
ual and Bisexual Males,” which represents 64.2 percent cf cases
throughout the United States, but 83 percent in Houston. National-
ly, the “Intravenous Drug User” category is second largest trans-
mission category accounting for 17 percent. In Houston, it is 1.7
percent. Houston’s second largest transmission category is “Homo-
sexual and Bisexual Male and IV Drug User,” which is a ~ecently
instituted category by CDC and is intended to reflect more accurate
the risk status of cases who were previously classified only a: ho-
mosexual or bisexual male. That group represents 10 percent of all
Houswon cases and 7% percent nationwide.

The picture that emerges froni these comparisons is one in which
IV drug use plays a much larger role in the transmission of AIDS
nationwide than it does in Houston. Upon examination of regional
stetistics, however, it becomes apparent that IV d;ug use as a soli-
tary factor is geographically specific. Approximately 75 percent of
all U.S. AIDS cases attributed to IV drug use come from the States
of New York and New Jersey. If New York and New Jersey cases
are excluded, the percentage of all other U.S. AIDS cases attributa-

.2 to IV drug use drops from 17 percent to 4.1 percen. Therefore,
4.1 percent seems to be a more accurate description of the contribu-
tion of IV drug use to AIDS in areas of the country other than
New York and New Jersey. Even after this adjustment, the Hous-
ton value of 1.7 percent  : stiil substantially less than this amended
National average.

A notable characteristic of the Houston registry is the absence ¢
confirmed cases attributable to hemophilia where there are 313
cases in the national registry and none in the City of Houston.

Houston cases also differ from the U.S. cases with respect to sev-
eral demographic ¢" acteristics. The Houston cases tend to be
younger, and to consist of a larger percentage of w' ‘tes an' 1ales
thar. the National cases. Both have a high percentage of cases con-
centrated in the ‘-49 age range: but in Houston 79 percent are
under 40, while nationally, it is 69 percent that are under 40. In
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the U.S. registry, 60 percent of cases are whiie, 25 percent are
Black, and 14 percent are Hispanics and 1 percent are categorized
as “Other” or “Unknown.” This leads to the conclusion that Blacks
and Hispanics are overre¢_ resented among AIDS cases in the
United States.

L: the Houston registry, by comparison, 79 percent of cases are
white, 11 percent are Black, 10 percent are Hispanics and less than
1 percent are characterized as ‘‘Other,” while in the general popu-
lation of Houston, 50 percent of the population is white, 27 percent,
are Black and 20 percent are Hispanics. Minorities are therefore
under-represented among AIDS cases in Houston. In Houston, 98
percent of the cases are males, compared to 93 percent nationally.

Although the CDC no longer requests the investigation of trans-
fusion-associated cases, we still have guidelines from the Texas De-
partment of Health. And we still identify those cases. Since the
Houston AIDS surveillance began, 29 transmission-associated cases
have been investigated by our Bureau of Epidemiology. All of those
cases had their beginning prior to the use of the HIV antibody test.

There are only eight pediatric cases confirmed in the City of
Houston, four of which are white, three are Black and one is His-
panic. This is in contrast to the U. S. pediatric cases where the ma-
jority of the pediatric cases, more than 50 p-rcent are Black. Five
of our pediatric cases acquired their infection from the parents who
were at risk of AIDS.

There are other areas of vontroversy within the subject of AIDS,
but I have covered them quite thoroughly in the paper I have pre-
sented to you and will not take the time to repeat them now.
Thank you.

[Testimony resumes on p. 120.]
[The statement of Mr. Haughton follows:]
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STATLMENT OF JANES G. MAUGHTON

AIDS IN HOUSTON, April 1987

Acquired Immune Deficiency Syndrcme (AIDS) was recoanized as
disease entity in Los Angeles and New York City i the summer of 1981.
Recognition of the disease, as well as the aisease itself, 1s now
widespread. In the United States, additional cases first appeared in other
large metropolitan areas, but now every state has re_orted AIDS cases to the
Centers for Disease Control (CDC).

Although Houston was not among the first group of cities to recognize a
cluster of cases in 1981, Houston currently has the fourth largest number of
confirmed cases. Given *he current number of cases reported (April 6, 1987)
by New York City (9,382), San Francisco (3,309;, «nd Los Angeles (2,917),
Houston Is a distant fourth in this ranking with 1,135 cases. This, however,
is still an onerous distinction.

The 1,135 cases 1n the Houston AIDS reyistry include all reported cases
diagnosed from January 1, 1980 through April 6, 1987 among residents of the
Houston Standard Metropolitan Statistical Area (SMSA). The Houston SMSA is
comprised of the city of Houston, the remaining areas of Harris County and
Montgomery, :.rt Bend, Brazoria, Liberty, and Waller counties. Alt' _ugh cases
have been reported from each county in the SMSA, Harris County residents
account for 95% of the total. !ouston residents, account for B5% of all the
SMSA cases.

Comparisons of th: current national statistics on AIDS (April 6, 1987
with those for Houston reveal some 1nteresting differences. Transmission
catejcries 1n botu case series are assigned according to a natiomally

standardized system, which lists risk factors hierar “.cally. Cases having
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multiple characteristics are counted only 1in the transmission category with
greater importance as indicated by its position in the hierarchy. (See Table

1.) Nationally, the largest transmissio.a category is "Homosexual/Bisexuair

cases. Nationally, the "Intrave.ous (IV) Drug User” category is the second .
largest transmission category accountina for 17.0% of cases. However, only
1.7% of all Houston cases fall into thic category, making 1t the third largest
category in dous.on. Houston's second largest t-ansmission category is
"Homosexual/Bisexal Male and IV Drug User”. The CDC only recently instituted
this category. It is intenced to reflect more accurately the ri- status of
cases who were previously classified in the homosexual/bisexual traasmission
group, but who also use IV drugs. They repr2sent 10.0% of all Houston cases
and 7.5% of cases elsewhere.

The picture that emerges from these comparisons 13 one in which IV drug
use plays a much larger role in the transmission of AT 3 nationwide than it
does in Houston. Upon examination of regional statistics, however, it becomes
apparent that IV drug use as a solitar actor is geographically specific.
Approximately 75% of all y.S. »° cases attributed to IV drug use come from
the states of New York and New Jersey. If New York aud New Jersey cases are
excluded, the percentage of all other U.S AIDS cases attributable to IV drug
use drops from 17.0% to 4.1%., Therefore, 4.1% seems to be a more accurate
description of the contribution of IV drug use to AIDS in areas of the country
other than New York or New Jersey. Even after tnis adjustment the Houston
value of 1,7¢ is still substantiaily less than th:8 amended national average.

A limited number of local cases have beer classified in the transmission
categories "Heterosexual Cases”, "Transfusion Recip-ent”, and "Parent at Risk

Male®, which represents 64.2% of other U.S. cases and 83.1% of Houston
for AIDS". Each of these risk groups constitute a smaller percentage of the
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Houston cases than they do nationally. A notable characteristic of the
Houston registry 1s the absence of confirmed cases attributable to hemophilia
while there are 313 cases (1%) 1n the national registry. Although the Bureau
of Epidemiology has received several reports of suspect cases among
hemophiliacs, none of these have met the CDC case definition.

The percentage of cases without an apparent risk factnr is often seized
upon by those who w» . to argue that we do not inow al) the means of
transmission. Houston's experience is similar to the national with 3.2% among
other U.S. casaes and 2.5% (29 cases, a.ong Houston cases. Of the 29 Houston
cases, twelve have been interviewed and found to have no established risk
factors, nine died before interview, three refused a detailed interview, one
was lost to follow-up, and four are currently under investigation. Of the 12
cases interviewed, three cases indicated contact with prostitutes as their
only probable risk factor.

Houston AIDS cases also differ from other U.S. caser with respect to
sevrral demographic characteristics. The Houston cases tend to be younger,
and to consist of z larger percentage of Whites and males than the national
cases. Both have a high percentage of cases concentrated in the 30-4Y age
range, but in Houstcn 79% are under 40, while nationally only 69% are under
40. In the U.S. registry, 60% of cases are White, 25% Black, 4% Hispanic,
and 1% Other/Unknow;. This leads to the conclusion that Blacks and Hispanics
are over-represented among AIDS cases in the U.S. Ia the Houston registry by
comparison, 79% of cases are White, 1'% are Bla k, 10% are Hispanic and less
than 1% are categorized as Others while in the general population of Houston
50% are White, 27% are Black and 20% are Hispani . Minorities are therefore
under-representel among AIDS cases in Houston. [r Houston, 98% of tne cases

are malus, compared to 93% nationally.
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The distribution of the major disease groups among Houston cases and

Pneumocystis carinii pneumonia (PCP) is

national cases differs only siightly.

the disease most freguently associated with AIDS 1in both. It affects 6l% of

Houston cases and 65% of U.S. cases. Kaposi's sarcoma occurs 1a 28% of the

Houston cases and 21% of the national cases.
Althoug. the CDC no longer requests the investigation of t-ansfusion-
asgociated (TA) AJDS cases, the Texas Department of Health has guidelines for
1dentifying the donors at risk for AIDS in such cases. Since the Houston AIDS
surveillance began, 29 TA cases have been investigated by the Buveau of
Epidemiology. Of the 15 TA cases among resideats of the Houston SMSA, eight
have been di.ectly linked to a HIV antibody positive donor, a donor whe is now
an AIDS or ARC patient, and/or a donor in a risk group for AIDS. All of the
TA cases received their blood products prior to the implementation of
stringent screeuing procedures for AIDS ant.body which have been in effect at
all U.S. blood banks sirce late Spiing, 1¢85.

The Houston area has 28 zonfirmed AIDS cases among females. Twenty-three
cases are among adults and five are among children. The average age of adult
female cases 18 37 years. The largest transmission category for adult fesales
in Houston 1s heterosexual ontart, with 9 cases r:ported. This is not the
case unationally where most are attributed to IV drug use. In Houston, five
aduit female cases are attributea to IV drug use. All five are Black. There
are five adult female cases ~1nked to blood transfisions. Four are White
females and one 1s ar. Hispanic femiale; all received blood products prior to
current screening for HIV antibodies now done by all blood centers. The
remaining four adult cases are classified as "Unknown Risk Factor™. One
fc aale case reported a h.story involving 15 sexual partners in her lifetime.

Another estimated over 390 partners 1n her lifetime. In all four cases, no
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male sexual partrer was known to the female case as being at risk for AIDS.
As of April 6, 1987, there are only eight pediatric cases confirmed with
onset of symptoms in Houston. Pour (5C%) are White, tnree (38%) are Black
and one (13%) is Hispanic. This is in contrast to the U.S. pediatric cases,
where the majority of the pediatric cases (56%) are Black. There are three
males and five females. Five of the pediatric cases acquired their infectjons
from their parents who were at risk for AT)S. The remaining three cases
acquired their infection from transfusions before the spring of 1985.
Houston's low number of pediatric cases may be related to the low numbe. of

cases attributed to IV drug use, especially among women.

Accuracy of the Data in the AIDS Registry

Despite the fact that 1,135 confirmed cases of AIDS with a 65% mortality
rate clearly indicates a serious public health problem in Houston, there is a
constant concern as to whether or =ot the AIDS registry accurately describes
the disease in this community; desc:ibes it in terms of the number of persons
affected, as well aa the population groups at greatest risk. To undersiand
the accuracy of the descriptive data available from tle Houston AIDS tegistry
and its utility for policy making and planning, it is necessary t. understand
hov. reporting of all communicable diseases and of AIDS, in particular,
actually works-

The degree to which any disease is .eported *o health authorities depends
on a multitude of factors. ~Perhaps the most important is whether or not the
disease 18 reguired to be reportec by state health regulations. Without such
a requirem2nt, physicians and hospitals will be very re'uctant to provide

detailed information without tie patient's consent for fear of violating

1
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patient confidentiality. 1If there is a lzrge, obvious outbreak where detailed
patient information is needed to minimize the spread of diseuse, the broad
powers of the local or state health authority car be invoked to overcome this
reluctance. This also provides legal protection for physicians who do release
germane patient information to health authorities during a short term
emergency.

Once a disease is added to the list of reportable diseases, there are
several practical considerations that will determine the degree to> which cases
will actually be reported. A key factor that encourages reporting is a
genuine feeling among those required to report that reporting each and every
case will help local kealth officials limit subsequent spread of :he
disease. Other considerations that encourage reporting include requiring only
an extremely limited number of data items, 80 the time and effort required to
ziport a case is minimal; and not requiring information about sexual practices
and drug use. Reporting is also less difficult if the risk factors associated
with acquiring the disease are not associated with any social stigmas.

Although AIDS is 3 reportable disease in Texas it is easy to understand
why some might conclude that AIDS is a poorly reported disease. First, few
physicians believe that reporting any or ail of their cases will help stop the
spread of AIDS, because there irs neither a vaccine for unexposed persons nor a
preventive treatment for contacts already exposed to a case. Second, the
information required to mesh a diagnosis of AIDS with the CDC definition can
be rather detailed. Finally, personal information regarding sexual preference
and drug use it required to complete each case report, and the most commonly
reported risk behaviors are associatec with significant social stigmas.

Despite all this, AIDS 1s probably the most thoroughly reported

communicable disease in Houston and in the U.S. The most important, but
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unfortunate, factor for thorourh reporting is the very predictable cnurse of
the disease that eventually results in each case being hospitalized, at ’_ast
once. Therefore, if a physiciar does not report cases among their clinic
patients who are in the early stages of the éisease, the case will be reported

. when that patient is admitted to the hospital. This delays the reporting of
some cases, but they will eventually be reported.

Our doc mentation regarding the completeness of hospital reporting of
confirmed AIDS cases 1n Houston is formicdable. On a monthly basis, all death
certificates (1led with the Bureau of Vital Statistics are reviewed for deaths
due to 18 different causes which may be related to AIDS. This piocess has
identified an occasional case which had not previously been reported, but more
importantly, has identified hospitals which had not been reporting cases. In
an equivaient vein, the Bureau of Epidemiology also reviews the reporting
performance of some 50 acute-care hospitals in the Houston area for five of
the most commonly reported communicable diseases. Houspitals with
significantly lower reporting rates of gelected reportable diseases relative
to comparably sized hosgitals are identified as having a potential renorting
problem. The infection control officers of these hospitals, and those of
hospi tals having discrepancies between case reports znd death certificates,

are contacted. They are informed of their responsibility to report ..

prescribed by state regulations, and of the need for accurate information
about AIDS cases 1n order to monitor trends of transmission of th2 disease and
to plan for care facilities of projected cases. In the one situation where
this approach did not correct reporting problems, hospital officials were
advised that steps could and would be initiated to have their Medicare
certification revoked by the state for not heing in compliance with all

applicable state and local regulations. The problem was quickly rectified.
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Additional documentation of nearly complete hospital-based reporting
comes from two record validation studies. Two hospitals have undergone
validation studies, one in 1985 and one in 1986, to assess surveillance. A
third study at another hospital is currently in progress. 1In 1985, a
validation study was done at one of the county hospitals. This hospiial is a
467 bed general hospital whi~h ig part of the Harris County Hospital
pistrict. The hospital Aistrict provides indigent care. Printouts of 1984
patient discharge diagnoses suggestive of AIDS were reviewed. Eighty-five
cases had codes suggestive of RIDS. Fourteen of these patients were found in
our registry. Ten cases were reported by the hospital and four by other
sources. The remaining cases were pared Jown to 28 patients for whom chart
reviews were conducted to determine if any of these patients should be
reported as AIDS cases. After reviewing these charts, one patient was
identified and classified as a suspect/presumptive AIDS patient. This patient
1s an IV drug user with empirically treated (not confirmed) Candida
esophagitis. Nonetheless, this was the only case who should have been
reported by the hospital and was not.

A validation study was also conducted at a 700 bed hospital with a long
history of underreporting communicable diseases. This history of
underreporting was carefully documented for AIDS and several other reportable
diseases over a 3 month period. The hospital administratica was then
presented with this documentation and was persuaded to assist with a record
validation study. This validation study covered all reportable diseases since
January 1986.

pathology reports and medical record codes back to March 1983 were
reviewed for 1llness associated with AIDS. Prior to this study, 7 of this

hospital’s cases had been 1dentified from other sources, but were still
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incomplete for reporting purposes. These 7 were identified and completed due
to the validation study. Ten new cases were reported after communication was
ree.tablished with this hospital. Up to a year had elapsed from date of
diagnosis to report for some of these cases. From the validation study

» itself, 6 cases were discovered that had never been reported. Therefore, at
this time, a total of 23 AIDS cases have been completed and reported due to
these negotiations with this hospital. For more than a year, this hospital
has been an excellent reporting hospital.

In the process of this second record validation study, an often discussed
reporting phenomenon, the duplication of cases in informal case counts, was
documented. With the hospital in question, several physicians estimated that
possibly 200 AIDS patients had been admitted since 1983 and few, if any, had
been reported. In the final analysis, approximately 5v patients had been
admitted, but, only six unreported cases were discovered by the validation
study. The other cases had all been reported by other physicians and
hospitals. Apparently, AIDS patients typically seek numerous clinical
opinions This ~esults in a aigh level of reporting even if a limited number
of care providers do not regularly report. This multiple opinion phenomenon
is also the basic cause of highly exaggerated informal case counts. Each
physician counts his or her cases without knowing which patients may have been
seen by several other physicians. These other physicians also count these
cases 1n their informal tallies.

Still, with all these 1indications of good or improved reporting
compliance, without contiruing encouragement and periodic feedback to those
who report, compliance would deteriorate. To maintain regulai contact a
monthly AIDS Information Update was 1nitiated and sent to all hospital

reporting officers and physicians who have reported AIDS cases. The first
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1ssue was mailed January 1985 to approximately 50 persons. Currently, nearly
200 updates are mailed each month. The updaces contain detailed statistical
summaries of the Housion case reg'stry, and a~ original nariative pointing out
trends i1n the data or new developments in the CDZ case definmition. (See
Attachment A.)

The preceding, however, applies only to th2 reporting of confirmed
cases. Persons with symptoms consistent with AIDS, but who do not meet the
CDC definition are not routinely reported even though they could be includeld
under the gstate requirements for reporting. Persons who are HIV antibody
positive but lacking significant symptoms, are not to be reported according to
current policies of the Texas Department of Health.

This situation, which 18 typical of AIDS reporting in the U.S. 1in all but
a few isolated locations, requires resource planners to make projections based
on some multiple of the number of confirmed AIDS cases. Given the diligent
efforts of the Bureau of Epidemiology in achieving a high level of ieporting
compliance, numerical projections based on the Houston AIDS case registry will

not be compromised by the quality of the registry effort.

Rate of Increase

One of the more controversial aspects of AIDS involves che projections to
estimate the number of future cases. Varying pro)ections have been made. The
Surgeon General's report contains an estimate of 270,000 cases of AIDS by the
end of 1991 with 179,000 deaths. Other projections, if adhered to would soon
project more U.S. cases than the country has population. One point of certain
agreement 1s that the number of cases will continue to increase for the

foreseeable future.

10

ERIC

Aruitoxt provided by Eic:




91

Although the official estimates published Ly the CDC are among the most
realistic, they are probably overestimates. Quoting from the CDC paper
published in the September-October 1986 issue of Public Health Reports. the
author’s concede that their models are "empirical in the sense that they
reflect observed trends in the distribution of reported cases and assume these
trends will continue unchanged over time."™ Although mathematical models can't
senge change in the at risk population, public he.lth officials and elected
officials have to recognize changes as they begin to occur.

There are already strong indications that these projections are
inaccurate. For example, CDC pr’ jected 34,090 to be diagnosed by the end of
1986. After allowing three full months {(January through March, 1987) for
receipt of delayed reports, 32,081 cases had actually been diagnosed through
April 6, 1987. Only the case counts for 1986 were estimated in this
projection; the remaining cases in this total were actual case counts.
Therefore, when attention is focused on the actual projection of 15,800 to be
diagnosed in 1986, it is found that the actual number reported for that year
by April 6, 1987 is 12,732 or 20% less than expected. It 1s even below CDC's
lewer bound for 14,800 estimated cases. Given such an error in the first
interval, with five add tional intervals estimated, the 1991 estimate of
270,000 case needs to be revised downward.

Ther+ are two reagons why the model overestimated the cases. First jis
that the cases of AIDS being sean right now are primarily the result of
activity which transpired two, four, or six years ago arong homosexual males
and IV drug users engaging with great fregquency in practices that are very
effective in transmitting the AIDS virus from one person to another. In
short, these are persons who have lived in the "fast lane" of their respective

lifestyles. Other homosexual males may not have been exposed to the virus
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because they limited their number ot contacts, were very selective, or were
extremely lucky. The second reason 1is that behavior did change as the
seriousnaes of the situation began to be rea'ized in 1984 and 1985. Mary
homoscx ial males became much more cautious. r>rtainly the warnings of AIDS
spreading heterosexually have also had a dramatic chilling effect on the level
of gexual activity among sexually active singles. These two factors may
ultimately result in a significantly lower number of cases than the 270,000
projected for 1991.

In Houston, tne trends of the disease over the past three years have been
tracked. The first case was diagnosed retrospectively in the second half of
1980. sSince the first half of 1982, the number of cases diagnosed has
increased for each six-month interval to reach a high of 247 diagnosed in the
first half of 1986. The totals for late 1986 and early 1987 are not yet
complete, but both will probably exceed 2,0 cases each. (See Figure 1.)

Although the number of cases diagnosed during each half-year period will
continue to increase for the foreseeable future, a slowing in the rate of
increase of newly diagnosed cases has been noted. (See Table 2.) 1In 1983,
the nurber of new cases diagnosed representec a 327% increase from 1982. For
1984, the percentage of increase was 126%. For 1985, it was 86%. For 1986 it
was 45%.

With any luck, this trend, 1in terms of rate of increase, will continue
and changes in personal behaviors which began occurring several years ago will

speed this trend.
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AIDS Antibody Screening

In Houston, HIV antibody testing i1s provided to the public in three
settings. The Montrose Clinic Alternate Test Site provides free and anonymous
testing. The Institute for Immunological Disorders offers testing for a fee
of $30,00 to $40.00. Private physicians in conjunction with reference
laboratories als. provide testing at varying costs. Routire testing is also
performed at all blood collection centers and donor banks, but these are not
considered public screening sites.

The Montrose Clinic Alternate Test Site was established to provide a
testing facility where persons concerned about possible exposure to the AIDS
virus could be tested away from the blood bank setting. The « linic provides
pre- and post-test counseling for all clients. No names are taken and no
personal dentifiers are kept. Each client is aiven a m .oz and must return
a week later, in person, for test results and counfeling. Since December 1986
a more detailed, but still anonymous, questionnaire has been implemented to
assess risks and the demographics of those tested. For the purpose of
testing, the 1isk categories are: h.mosexual’bisexual males, intravenous (Iv)
drug users, homosexual/bisexuai males who also use IV drugs, heterosexual
partners of the above categories, and others (low risk).

Antihodies (HIV) have been detected in 30% of the high-risk persons and
3% of the low-risk persons tested at the Montrose Clinic. This rate is based
on 3,999 high-risk people and 1,081 low-risk people tested since mid-1985. In
recent months, the clinic has noticed a large increas. in the number of
heterosexuals interested in knowing their antibody status. Some are past or
current sexual partners of people at risk for AIDS, including heterosexual
contacts of female prostitut=s. Others do not report any known risks and

represent .exually active heterosexuals who are worried about exposure to the
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virus. Results snd a deacription of tLose seeking the test since December
1986 are pressnted in Tsble 3. This table does not represent the overell
asrcpositivity raportsd above, only a selected two month period of testing.

The HIV sntibody prsvalence at blood collection centers in Houston
rspressnts another, yst quite diffsrent segment of the population. Since June
1985, sll local blood banks havs tested every unit of donated blood for the
HIV antibody. Pravious to this testing, voluntary deferral programs were
implementsd to strungly discourage high-risk individusls from donating
blood. Tris dafsrral program includes a questionnaire in addition to s
contidantial way of dssignating whethsr the donation should be used for
transfusion or for rassarch. Both the voluntsry deferral system and the donor
designation ars still utilized in conjunciion with BIV antibody testing.

From June 1985 to December 1986, ons large locel blood collection center
had tested 296,023 units of blood. Of the 294,987 units designated by the
donors to be used for transfusion, 151 or 0.05% were HIV antibody positive.
Thess units wsre dastroyad snd not usad for transfusion. The low prevalence
of 0.05% raprasants aither rare false-positive rsactions, even with Western
Blo: confirmation, or sxposura among people who beliave themselves not to be
et risk for AIDS. (Ses Tabls 4.) The prsvalence is higher (J3.8%) among those
who dasignated their donation to be used for research. The higher prevalence
among this group is probably due to a limited number of persons who suspected
thst they may be at risk for AIDS, but because of circumstances (i.e. group
donations) felt uncoafortable in declining to donate.

Data from thase two highly selected groups of people indicates that the
prevelence of HIV axposure in Houston varies greatly with the group tested.
The true prevalencs among the entire Houston population is probably

underestimated from blood center data and overestimated by Montrose Clini
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data. However, data on the actual number exposed in the general population is
unknoun. Estimates by the CDC are that 1 to 2 million people may be infected

in the United States.

Education

In the fight against AIDS, the most power ful weapon is education. Care
must be taken, however, to be extremely efficient and deliberate in these
educational efforts. Given the magnitude of the challenge to educate,
billions of dollars could easily be wasted by trying to deliver the critical
informetion through ineffective means that produce little or no impact. There
is an unfortunate trend for every involved group to have their o.m AIDS
information pamphlet carrying their own logo. The growth of this “"vanity
ptess” activity should not be funded by taxpayers' dollars. Instead, the
minimum requirements for printed material could be met by a limited number of
brochutes or booklets that are closely reviewed by scientific, educational,
and advertising panels, then endorsed by a limited number of highly respected
national organizations, such as the U.S. Public Bealth Service or the National
Red Cross.

A critical issue is to balance the information in the educat »nal
messages. Some are of the opinion that they should "scare the hell out of the
public®. Unfortunately, many simply ignore messages that are perceived to be
overly dramatic or shocking. An example from the past is when teenagers were
shown the bloody details of motor vehicle accidents in order tc scare them
into becoming safe drivers. It didn't produce the desired effect, as
documented by post-scre~ning surveys.

With AIDS, there is a risk of not only numbing the intended target

audience, but also provoking completely unproductive reactions. A situatior
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recently occurred in Houston where, tor very different reasons, gay community
advocates and very conservative political advocates both began sounding an
alarm that AIDS was going to "spread like wildfire® through the heter osexual
population. One group's solution was to have government spend more WmOney on
AIDS programs. The other group's solution was to lock up all persons in high-
risk groups.

The first tangible proposal by this second group was to reinstitute
health cards for all foodhandlers in Houston. Given the cost of such testing,
the numsber of foodhandlers, and the proposed schedule of testing, the cost to
consumers was estimated to have been $33 million pe~ year in Bouston alone.
Therefore, the Health Department's first major educational challenge was to
accurately and convincingly assure elected officials and the public that ALDS
is not spread by casual contact.

The following presentation of the key epideniologic 4ata was used to
convince a vast majority of Houstonians that AIDS is not spread by casual
contact. First, the major risk groups in the national case series are
described and how sexual behaviors, IV drug use, and transfusions were indeed

the most probable risk factors for 96.8% of all 33,720 reported cases.

Second, attention was focused on t.e miscell risk category of
whose risk factors were designated as “Other /Unknown at this time®.

As of April 6, 1987 a total of 1,053 no identified cisk (NIR) cases were
in this category. Since 1981, 1,621 cases have been initially reported with
no identified risk factor. Of these, 568 were reclassified to an oificial
risk group when further information was obtained. The remaining cases (1053)
were listed as NIR. Within that group, 236 cases could not be interviewed.
They either refused the interview, or died, or became lost to follow-up before

an interview could be conducted. Of the remaining 817 cases, 595 were still
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undsr study and awaiting an interview. This left 222 cases that have been

interviewed. Approximately 102 of these reported multiple gexually

transmitted disease (STD) and/or sexual contact with prostitutes. Wille t.iu
does not put them into an official high-risk group, it does indicate a history
of multiple sexual pa'tners. The remaining 120 cases reported no behaviors to
account for their having AIDS. This could be because they do not know the
history of all their sexual partners for the last 5 to 7 years; any ¢f whom
could have been infectious. These NIR cases represent only 0.4% (120/33,245
adult cases) of tne total adult case series. This data has proved to be very
effective in convincing the public that AIDS is not spread by casual contact.
Variations of this presentation hav. bee: presented to a subcommittee of

Houston City Council, dozens of groups of heallh professionals, administrators
and nurses of the majority of schools in the city's largest school district,
employee groups of rumerous local companies, and dozens ot church groups. A
weekend feature highlighting this data was pthlished in one of the iaily
newspapers along with regular updates on AIDS in both major local

nNewspapers. Apparently, the message that AIDS cannot be spread by casual
contact has taken hold in Houston, since issues similar to the health card
initiative have not resurfaced in more than two years.

The other part of health education is going to be much more difficult.

This challenge is to educate all segments of the popuiation who are sexually
active on how to avo.d or minimize the risk of acquiring AIDS. Sending a
safe-sex brochure to every Houstonian over the age of 18 will not be
effective. Instead, efforts gshould be placed in public gervice announcements
on television and radio, hacked up by information hotlines and a carefully
selected inventory of brochures. To reach teenagers who are becoming sexually

active, health educat:ion progra.s in school need to incorporate gegments on

how to avoid exposure to the AIDS virus. Programs are being implemented by

local school districts and the largest district is involving epidemiologists
from the Health Department in the development of these programs. These
efforts through mass media and in the schools present the bert chances of

limiting the spread of this disease in Houston.
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Services for People with AIDS and ARC in Houston

The responsibility

The City of Houston by law cannot provide medical care to anyone.
of medical care has been sandated by state charter to the Harris Couity Hospital

pistrict. Thus, all indigent care for Harris Ccunty residents is provided by Ben Taub

General Hospital and Jefferson Davis Hospital. These two hospitals currently provide

in-patient care for AIDS and ARC patients who are without funds. Other patients with

AIDS who have insurance are cared for at many of Houston's private hospitals. Out-
patient care, social services, and information and referral is provided by many

agencies ‘, Houston.

AID for AIDS GULF STATES HEMOPHILIA FOUNDATION
direct financial assistance information and referzal

AIDS FOUNDATION OF HOUSTON GULF COAST REGIONAL BLOOD CENTER
information hotline/referral information and referral
social services
educational programs HARRIS COUNTY HEALTH DEPARTMENT
(speaker's bureau) information and referral
guidelines for school district disease reporting

guidelines for HIV infections

AIDS POUNDATION WITH MONTROSE in school/workplace/pregnancy

COUNSELING CENTER - SPECIAL

PROJECT HARRIS COUNTY HOSPITAL DISTRICT
risk reduction medical care for the indigent
disease prevention
valunteer training TARRIS COUNTY SOCIAL SERVICES

counseling and referral

AIDS LEGAL HOTLINE interim financial assistance
legal information anc referral for disabled with AIDS/ARC

HOUSTON AIDS COALITION
AMERICAN RED CROSS interagency networking
educational material and grants

AMERICAN SOCIAL HEALTH ASSOCIATION HOUSTON CRISIS HOTLINE

AIDS brochures information and re“erral
for teens witn drug concerns

ERIC
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BERING DENTAL CLINiC
basic dental health services
for indigent AIDS patients

CANCER INFORMATION SERVICE
information and referral

THE CJILDREN'S HOME
hospice for children (AIDS/ARC)

CITY Of HOUSTON DEPARTMENT OF
HEALTH AND HUMAN SERVICES
information and referral
disease reporting
educat ional prograns and
materjals
guidelines for HIV infection
in school/workplace/pregnancy

CLERGY CONSULTATION ON AIDS
spiritual peeds
in-home hospice care
provider celief
support groups for patients
bereat ! relief

FAMILY SERVICE CENTER
individual and group counseling
homemaking services

GAY AND LESBIAN SWITCHBOARD OF HOUSTON
information and referral
telephone counseling

Aruitoxt provided by Eic:
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INSTITUTE FOR IMMUNOLOGICAL
DISORDERS
research and treatment protocols

MAYOR’S TASK FORCE ON AIDS
issues and interagency networking

MONTROSE CLINIC
medical information/referral
AIDS antibody test (anonymous)
PACE program (testiry of immune status)
educatio

MONTROSE COUNSELING CENTTR
individual and group counseling
referral

OMEGA HOUSE
AIDS hosp:ice

UNITED WAY
information and referral

VISITING NURSE ASSOCIATION
hoie care for AIDS patients
l.ng and support services
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Table 1

Comparison of Transmissior Categories
Houston SMSA vs. Other U.S. Cases
January 1980 through April 6, 1387

Houston Cases Other U.S. Cases

Risk Factor Number Percent tercent
Homosexual/Bisexual Male 943 83.1% 64.2%
I1.V. Drug User 19 1.7% 17.0%
Homo/Bisesual Male and 113 10.0% 7.5%
IV Drug User
Hemophiliac J 0.0% 1.0%
Heterosexual Cases 11 1.0% 3.9%
Transfusion Recipient 15 1.3% 2.1%
Parent at Risk for AIDS 5 0.4% 1.1%
Other/Unknown at this time 29 2.5% 3.2%
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Reported Cases of AIDS and Percent Increase
by Year of Ciagnosis

Houston SMSA, January 1980 to 1986

Table 2

Number of Cases

Percent Increase

1980

1981

1982

1983

1984

1985

1986

1

7

18

77

174

323

469

600%

157%

3272

126%

86%




December 1, 1986 to March 31, 1987
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Table 3

Montrose Clinic HIV Testing

Number of HIV Test ".esults
HIV Tests Male Female
Risk Category Male Female Pos Neq Pos Ney
Homosexuai/Bisexual Males 920 -- 290 630 -- -
Intravenous (IV) Drug Usu:s I12 87 4 108 5 82
Homosexual /Bisexual Males 143 - 76 67 - -
Who are also IV Drug Users
Heterosexual Partners of the 147 180 3 144 1 179
Above Groups
Others (low risk) 279 212 17 262 4 208
Total 1601 479 390 1211 10 469
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Table 4

Blood Bank HIV Testing
June 1985 to December 1986

Donor Designation Nvmber of Units Donated HIV Positive
Transfusion 294,987 151 (0.05%)
Research 1,036 8__(0.8%)
Total 296,02 159
z 2
. 4
- o
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FIGURE 1

AIDS Cases iIn the Houston SMSA
January 1, 1980 to Aprii 6, 1987
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ATTACHMENT A

AIDS INFORMATION UPDATE: f°RIL 1987

This month's report shows the addition of 57 cases of confirmed AIDS in the
Houston area over last month. Among the additions, there are two new cases due to
transfusions and iwo new pediatric cases due to parents being at risk for AIDS.

Two New Cases of Transfusion-Associated AIDS

Both cases occurred in Houston area women who received blood compcnents in late
1982 and early 1983. This was prior to the implessntation of stringent screening
procedures for AIDS which have bcen in effect at all U.S. blood danks since the
spring of 1985. One white female was over 60 years of age and received six units
of red blood cells in early 1983. Four years later, she developed ar
opportunistic infection diagnostic of AIDS and expired. She was HIV antibody
positive. One of the six donors reported a history of homosexual activity. The
second patient is an Hispanic female in her twenties and has no other risks for
AIDS except receiving two units of red blood cells in late 1982.' Three and one
half years after these transfusions, she was diagnosed with AIDS and was HIV
antibody positive. To date, a specific donor at risk for AIDS has not been

identified.

Transfusion-associated cases are those in which no risk factors for AIDS are
identified other than receiving blood products via transfusion. When these cases
are reporced, the Bureau of Epidemiology investigates transfusion-associated AIDS
cases to identify any donors at risk for AIDS. In order to rule out a transfusion
as the source of infection, all donors must be found to be HIV antibody
negative. If any of the donors cannot be located or tested, then a case is still
considered transfusion-associated in the absence of other risks for AIDS.

Two New Cases of Pediatric AIDS

One of the new pediatric cases i3 a white male child under the age of three whose
mother now has AIDS. The child showed signs of illness within the first four
monthe. of life, was confirmed with AIDS one year later, and expired. The mother
was diagnosed with Pneumocystis carinii pneumonia late last year and is HIV
antibody positive. She has been interviewed and reports no risks for AIDS other
than heterosexual contact. Although tnere is no direct evidence, it is probable
that she was exposed through heterosexual contact.

The second new pediatric case involves an Hispanic female child under the age of
rive whose parents are both at risk for AIDS. The child did not show signs of
illness until the fourth year of life and was diagnosed with an opp.rtunistic
infection of AIDS. She is still living. The father of the child reported a
history of IV drug use but was HIV antibody negative at latest teating. All the
siblings in the family are dIV antibody nerative. The mother, however, was
transfused one month before delivery (1n 1982) wit: two units of red blood cells
and is HIV antibody positive The "Look-Back" Program undertzken by blood
collection centers has identified one of her donors as HIV antibody positive.

Monthly Summary from Houston AIDS Registry

The data as of April 6, 1987 is attached.

Houston Deparment of Health and Human Services
Bureau of Epidemiology
(713) 222-u2M
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AIDS SURVEILLANCE REPORT
HOUSTON DEPARTMENT OF HEALTH AND HUMAN SERVICES
BUREAU OF EPIDEMIOLOGY
april 6, 1387

# CONFIRMED # SUSPECT

CASES CASES
LOCATION' CUMULATIVE?  CUMULATIVES TOTAL
Houston 960 360 1320
Harris Co. (Non-Houston) 123 49 172
ToTAL 1083 [15] 1192
Montgomery Coun*'” 7 2 9
Fort Bend County 19 9 28
Brazoria County 18 S 23
Liberty County 6 1 7
Waller County 2 0 2
SMSA CASE LOAD 135 , 126 1561
SOURCE OF REPORT CASES PERCENT OF TOTAL
Hospital 860 76
Physician 166 ik
State Health Dept 42 4
Vital Statistics 35 3
National (CDC) 19 2
Other agencles 13 1
Total 1135 100%

'Location determined by residency at onset of 1llness suggestive of AIDS

Com rmed cases meet the Centers for Disease Control (CDC} defimition for an AIDS case.
Suspect cases are patierts with conditions suggective of AIDS but do not meet the CDC
definition, or people with the preliminary signs and symptoms of AIDS.
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COMPARISON OF TRANSMISSION CATEGORIES |

Houston BMSA vs. Other U.S. Cases
January 1980 through Aprill 6, 1987

Houston Ca:. Otier Us, Cases

\ Number Pﬁ{C&”? Parcent
Homobexusl/Bieexual Msie 943 83.1% 64.2%
LV. Drug User 19 1.7% 17.0%

Homosexus!/Blaaxial M@g arwd
A Drug User woe 7.5%

Hemophitao | 0.0% - 1,0%
Heterosexusi Casee i 10% 39%
Transfusion Recipient Cs T 13% 2.1%
"“Parent at Risk for ADS , 1.1%

ther/Unknown at this time . 3.2%




' REPORTED CASES OF AIDS AND PERCENT
INCREASE BY YEAR OF DIAGNOSIS™
MHouston SMSA, my\mso to 1986

YEAR Of DiaaeeOsif NUMBER OF CASES " PERCENT INCREASE
: D [}

iese ) ; ,
19871 S 800%

1982
19€2
1884
1985
1486




AIDS Cases in- the Houston SMSA

January 1, 1980 to Aprll 6, 1987
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CTED i)STRIBUTION OF U.S. AIDS CASES
as of Apri 6, 1987
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TRANSMISSION CATEGORIES OF U.S. ADULT CASES
as of April 6, 1987

q
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Heterosexua! Casar™ . ' (3.8%)
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Mr. Waxman. Thank you very much, Dr. Haughton. Your full
presentation, written presentation, will be part of the record. I
notice that it is lengthy with a number of tables and we will have
an opportunity to examine that. I am sure that will be very helpful
to us.

Dr. Lane, you have indicated there is a disproportionate number
of AIDS cases among Black and Hispanic Americans. What ac-
counts for that?

Mr. LANE. Sir, I think, as Dr. Haughton has mentioned, first of
all, it is geographic specific and mirrors rather considerably the
prevalence of intravenous drug abuse, particularly in Black and
Hispanic groups is some of our large east coast communities.

But I also think that in other communities, AIDS is still some-
thing of a ticking bomb. And we feel, after discussing with our col-
leagues in several State health departments, that there is a, an
under-education activity or situation about AIDS and its transmis-
sion all over the country, in whites as well as Blacks, but particu-
larly in Black and Hispanic minorities.

Mr. Waxman. So, if we are looking at a time bomb that is going
to explode on many, many people and especially the minority popu-
lations, what educational campaigns has the Public Health Service
begun that is directed towards minority groups to try to stop the
spread of this disease?

Mr. LaNe. We look at education as being education focused to
the general population, education focused towards risk groups, par-
ticularly gay and bisexual and IV drug abusers and then also one-
on-one couuseling. And we are trying to assist with both money
and technical assistance our colleagues in State and local health
departments in all of those activities. And the predominant func-
tion up to now has been, however, the one-on-one counseling. And
that has perhaps not been more targeted toward minority commu-
nities than anyone else. Anyone who comes in gets those services.

We have asked the State health departments, who are our main
grantees in this year’s cycle of grants, to target minorities and
show us their plans and show us what specific efforts they are
going to do toward the Black and Hispanic communities.

Mr. WaxMaN. We have an epidemic in this country of AIDS. We
have known for several years there is no vaccine and there is none,
at least, for at least another decade, if you are very optimistic. So,
the only way to stop the spread of the disease is through education.
How much money are you sending to the States for an educational
effort during this last couple of months?

Mr. LANE. Yes. Sir, I will have to provide the details for the
record because our money is fragmented in direct grants for health
education and prevention, grants to school districts or school State
school efforts. And then we are trying to undertake a national cam-
paign not directed to the States of gencral information to the
public. And I would like to give you those dollar figures broken
down.

Mr. WaxmaN. We would like to receive that. Let me ask Dr.
Krim: You have been following the AIDS epidemic from the very
beginning. And you know that education is our only way to stop
the spread of this disease. How would you describe the Federal ef-
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forts in educating the public? Has it been successful? Is it on
target? Are we doing what we should be doing?

Ms. Krim. It has been late getting off the ground and I know
from taiking to CDC representatives, such as Dr. Lane, that the ap-
proach is the thinking of these public health officials is correct. Es-
sential{{’, you know, I think they are planning to do the right
thing. We have not yet at the receiving end seen the effects of the
program,

r. WaxMaN. This is 1987. We have had this disease since 1981.
Certainly, within a year after 1981, we knew that there was some-
thing happening. It was sexually transmitted. We didn’t have a
cure gnd we did not have a way to stop the spread through a vac-
cine. Have we not known for a good number ofP years

Ms. Krim. That is right. This was the point I was making that
we have known very early that this was not a gay disease: that
anyone was suscegzi‘:)le. And we knew how the infection was trans-
mitted. We have n, as a Nation I do not point a finger to any-

body in particular we have had a reaction of denial to this situa-
tion. We have not been Barticularly compassionate or interested in
S. And we have wasted time. There is no

the first sufferers of Al
question.

Mr. WaxMmaN. Let me ask you this. We have wasted time. We
need an educational effort. at kind of educational campaign
should the Federal Government begin to reach minority groups
specifically?

Ms. KrmM. You kncw, minorities have more of the problems of
eveerody else across the board, not just AIDS. I do not think I
think the message is the same for everybody. What minorities
needs is more of everything they need. Not just the AIDS message.

Mr. WaxwmaN. Dr. Haughton, what do you think we ne :d to do?
What how much mr~ney is coming at the local level for an educa-
tional effort ‘o stop the spread of this disease?

Mr. HAUGHTON. Well, currently, we have about $100,000 from
CDC for risk-reduction education. And we have used it to establish
a program at the ! fontrose Clinic as well as to enrich our own edu-
cational activities +ithin the Department. We have a network of
seven neighborhood health centers. And we have health educators
ai all of them, We also have medical directors, chief nurses, and
other staff at those health centers. We have trained all of that staff
to add AIDS to their educational agenda.

In addition, we have been available to all groups in the city who
need to hear about the problem. We have established a speaker’s
bureau. We have now made presentations to a large number of em-
ployee groups. Employers are beginning to call us and ask us to
come make presentation to their employees.

Church groups have called us and asked us to make presenta-
tions to their congregations. I have personally conducted radio and
TV shows in which the listeners can call in and get information.

Mr. Waxvan. Do you gear any of this specifically to minority
groups or do you fee{ that a message for the whole population is
the appropriate one?

Mr. HaucHroN. Well, we have done both. We have in our at-
teml_fts to educate, made ourselves available to all of the population
of Houston. When 1 make presentations on the radio, I seek the
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rock stations because that is where our young people listen. I am
very concerned about the young people in our community who are
about to begin sexual activity and who may be tempted to indulge
in IV drug use. And I find tﬁat I can reach that population much
better on the rock stations than on a news station.

Last night, for example, NBC had a national network for infor-
mation and we established a call-in bank here, a phone bank so
people could call in. I had four epidemiologists sitting at those
phones from 6 to 9 last night. We got 9 calls. That is because the
NBC station here is a news station. The people who are interested
in this problem listen to rock stations and those are the stations we
should be using. Those are the stations we use.

Mr. Waxman. Thank you very much.

Mr. LELAND. Thank you, Mr. Chairman.

Dr. Haughton, I am glad that we seem to be rather competitive
at least in terms of the lesser number of minorities afflicted with
this e disease in the city of Houston. I hope indeed that we
hav de the point that this hearing, while it focuses on the prob-
lems of heterosexuals afflicted with the disease, as well as minori-
ties, that we do not lose in the scope of things th2 problems afflict-
ing the homosexual community.

In the city of Houston, I have been in politics and have been an
elected official now for 15 years. And we go back a couple of years
ago, we remember the infamous gay referendum and the problems
that ensued subsequent to that and the prejudice that we had real-
ized in the city of Houston against the homosexual population of
our city. What I am concerned about is that when we hold hearings
and expand on the interest of these hearings to other communities
because of the facts, which show that more and more minorities
are being afflicted as well as the heterosexual community now has
come into play, we then realize that, in the city of Houston, this is
not just a homosexual disease afflicting our city but also that it is
expanded, that while other States and other cities, and let’s refine
that to other cities, have higher percentages of minorities and he-
terosexuals afflicted with the disease that this city’s homosexual
population is more afflicted. Are we focusing, are we honing in on
those specific problems, that specific problem?

Mr. HaucHToN. Yes. In fact, I think we are focusing it to the
extent that it is causing us some other problems. It is true that 94
percent of the cases in Houston are still gay and bisexual males.
That has not changed since 1981 when the first cases of AIDS were
reported in Houston, or at least were diagnosed in Houston. That
has remained consistent over the 6 years. However, we are also
aware of the possibility of that changing. And, so, in our education-
al activities, we have shifted gears from talking about risk groups
to talking about high-risk behavior. Because everybody is vulnera-
ble if they pursue certain high-rirk behaviors. Now, the reason I
say it is causing us a problem to identify and publicize this distri-
bution is that just 3 weeks ago, our legislature voted down two very
modest requests from our State health commissioner. He requested
$1 2 million for services for the entire Sta.e of Texas with regard to
AIDS and $675,000 for education for the entire State. Our legisla-
ture voted both of those requests down. I think they-still believe
that it is a gay disease. And I think that the data that we publish
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every month tends to reinforce that. The fact is that that is the
way the picture looks.

Mr. LeLAND. Is our city as ignorant as our State legislature?

Mr. HauGuTON. No. Fortunately, our city is not. No. We have
been allowed to, even though there are very few city funds that
have been earmarked for AIDS, we have been allowed to use our
resmslrces to the maximum extent to put out the message about
AIDS.

As a matter of fact, we have had a lot of help from the ay com-
munity, itself. The AIDS Foundation has done a terrific job of edu-
cation in the gay community. And we use a surrogate set of statis-
tics to show that.

Our department has been screening for sexually transmitted dis-
eases in gay bars and gay bathhouses in this city for some 10 years,
And we do that because contact tracing has never been very effec-
tive in the gay community. The names and addresses and tele-
phone numbers we get never check out. And. so, what we do is, we
in fact ask people where they had their contacts. And then we send
teams of epidemiologists out into those communities to test for
syphilis.

Up until 2% years ago, we were finding 6 cases of syphilis for
every hundred persons that we tested primary syphilis. In 2%
years, that has dropped to less than one per thousand. So, we be-
lieve that the gay community has done a good job of educating its
own members.

Mr. Leranp. Now, Dr. Haughton, you have shown some invalu-
able—you have given us some invaluable statistics aboat our mi-
nority community and its affliction with the AIDS disease. Alvo,
you obviously show some real concern about the proliferation of
the problem within the heterosexual and minority communities.

Are we doing enough in the city? You said that the city of Hous-
ton nas given some limited funds to this problem. Should the city
of Houston allocate more funding for this problem not only to help
with the problem in the homosexual community, but also in the
heterosexual and, particularly, in the minority communities?

Mr. HauGHToN. Well, I have about $100,000 of city funus ear-
marked for AIDS. But, as I said, we’ve been allowed the freedom to
apply our resources as necessary to dealing with the problem to the
limits that we can apply. You must remember that in the State of
Texas, when there is a hospital district in a county, no other unit
of government within that county can spend funds for medical
care. And, so, as a health department and a city government, we
are limited to preventive aspects of AIDS: education and testing
and so on.

The question is: How much is enough? Our department took a 9.5
percent cut in our overall budget last year. I may have to take an-
other cut going into 1988. So, to say that the city should spend
more on AIDS, I would have to ask: Where will they take it from?

I would not like to see a repeat in Houston of what has happened
at the Federal level. Most of the funds that the Federal Govern-
ment has spent so far on AIDS education and risk reduction and so
have been taken from other programs.

Mr. LeLanD. Unfortunately, not from the Defense Department.
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Mr. HAuGgHTON. At the beginning that was true. It was taken
from other programs.

I didn’t hear what you said, Congressman.

Mr. LeLanD. I just said, unfortunately, those funds that were
taken from other places were not taken from the Defense Depart-
ment. Of course we have a problem with crime here in the city of
Houston. I certainly would not want to see us take those moneys
from the Police Department. But I think that maybe because of the
severity of the problem and I do not want to engage in any kind of
controversial colloquy with you, Dr. Haughton, but I think that be-
cause of the rising problem in this country and the rising problem
in this city, that we need to prioritize, if in fact we can, the prob-
lem of AIDS and more moneys being expended.

Mr. HAuGHTON. Now, let me make one point. I do not know if
you have this set of slides in front of you.

Mr. LELAND. Yes, we do.

Mr. HaucHTON. If you will look at the second page, you will see
we have been tracking the rate of increase of AIDS cases in Hous-
ton. And if you will look at that chart, you will see that over the
last 3 years, while the number of cases have been increasing, the
rate ofy increase has changed and is trending downwards. We hope
that that is a good sign.

Mr. LELAND. Very good.

Mr. HAUGHTON. You will notice that between 1983 and 1984, we
had 126 percent increcse in the number of new cases. Between 1984
and 1985, that dropped to 86 percent. And between 1985 and 1986,
it dropped to 45 percent.

Mr. LxLAND. But is that not misleading?

Mr. HAuGeTON. So, even though the numbers are increasing,
they are increasing at a slower rate than they were 3 years ago.

Mr. LELAND. But is that not misleading to say they are increas-
ing at a slower rate. If you take 50 percent of 10 as opposed to 25
percent of 500, the raw numbers are incredibly large in terms of
the numbers of people increasing to be effective.

Mr. HauGgHTON. As I said, the numbers are increasing, but at a
slower rate than they were before. Remember, about 2 years ago,
they were predicting that the numbers would double every 6
months. That has not been true in Houston.

Mr. LELanD. Dr. Krim, does that give you much sense of relief?

Ms. Krim. No. It does not give me much pleasure to hear that
because the double of 1 is 2, but the double of 400 is 800, you know.
So, less than double 400 is still more than 2.

Also, there i; another thing that worries me is that in all this
discussion, we always talk about cases of AIDS. As I explained,
AIDS occurs years after infection occurs. And, biologically, the im-
p}(l)rtant event is acquisition of infection and we do not know where
that is.

Mr. HauGHTON. Well, one of the problems I have with the projec-
tions that are made is and I quote this from an article published by
Dr. Jim Kern of CDC in November, I believe it is, of 1986, in
“Public Health Reports.” Their empirical model assumes that ev-
erything will continue as is and that any educational efforts we
make will make no difference. That is not the case. And, so, while
the number is grow.ng, we must keep up some perspective.




'l:l{l‘ic 72-635 - 88 -~ 5

IToxt Provided by ERI

125

If we believe in healtk education and if we are going to spend a
lot of money in health education, then we must take into account
what we believe that education will do in making these projections,

You know, these projections have a double-edged, a two-edged
sword. For example, just recently, in this city, because of our con-
cern about spreading in the heterosexual community, we began to
emphasize education in that area. The result was that for people at
risk, they were demanding more funds for education against AIDS.
For those people who believe it is the punishment of God, they
were saying, “Let’s lock up all the homosexuals.” So, we have to be
careful about our education and the outcome of what we say.

Mr. WaxmaN. Well, it doesn’t look like your State legislature has
learned the lesson of this epidemic.

Mr. HAuGHTON. I think they are in our second group.

Mr. WaxmaN. Well, the fact of the matter is, from what I hear
you testifying, if you are spending $100,000 and that is it in the
city of Houston, that is not an incredible expenditure for education.

Mr. HaugHTON. That is correct.

Mr. WaxMaN. And if your State legislature refuses to spend
more money, then it seems to me they fall into that group that you
have described where, unfortunately, the population will have to
learn the hard way, after this disease spreads into larger numbers
of people, before they take action.

But we talk about funds for this effort. What about funds for
treating the patients with AIDS? Are your public hospitals not
overwhelmed with the rost of treating these patients?

Mr. HaucuToN. No. That has not been a major problem in Hous-
ton. The hospital district is the agency responsible for health care
for the needy. And, of course, that is where people fall after they
have exhausted their other resources. That ageacy has a tax base
of 100 mils. I think in last year’s budget, they allotted about 22
mils. So, they have some freedom. Now, I must say, in their behalf,
that they have been very sencitive to this problem. They have re-
sponded when M. D. Anderson, our cancer institute, decided not to
treat AIDS cases anymore, they created an in-patient unit and an
out-patient unit at Jeff Davis Hospital.

More recently, when the Institute for Immunological Disorders
decided that they could no longer provide indigent care to AIDS pa-
tients, the hospital district doubled the size of their AIDS in-pa-
tient unit, and are now about to create a 20-bed hospice for those
patients who do not need acute hospital care. They are very respon-
sive,

Mr. WaxMAN. Maybe you are not the one to ask this question,
but do you know the statistics of how many patients have health
insurance to pay their bills, how many are on Medicaid, and how
many have no source of payment?

Mr. HAuGHTON. No, I do not. But I do know that most of the pa-
tients with AIDS in Houston have started out their problem at a
time when they did have resources. The problem is on the far end:
After they have had several hospitalizations, have been ill for a
long time, have exhausted their insurance benefits, are no longer
employed. Then is when the problem begins.

Mr. WaxMmAN. Far end is a year? Six months?
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Mr. HAUGHTON. Most of our death rate is quite high in Houston,
higher than the naticnal average. About 65 percent. And most of
our cases have been dead within 2 years.

Mr. WAXMAN. Thank you very mach.

We are pleased that Congressman Fields has joined us. Congress-
man Fields, of course, is from the Houston area and a member of
the Energy and Commerce Committee, as well as the Subcommiit-
tee on Health. Mr. Fields.

Mr. FieLps. Thank you, Mr. Chairman. I want to apologize to you
and my colleague, Congressman Leland. There is a press tour today
of the Hardy Toll Road which is a major transportation link in
northern Harris County, and I had to attend that this morning.
And, also, I am going to have to be leaving in just a second to go
introduce Secretary Don Hodel who is here for the Offshore Tech-
nology Conference and the World Petroleum Congress.

I would like to have my prepared statement entered for the
record, if I could. I also want to say that AIDS is public health
enemy No. 1. I have usually been considered conservutive on fiscal
matters. However, I think more morey needs to be expended in
AIDS-related research. I do not think that anyone should be consid-
ered conservative nor do I think anybody should be considered a
liberal on this issue. I do not think people ought to be considered
Republican. I do not think they ought to be considered Democrat. I
think this is a problem that our Nation faces and I think we must
coine to grips with this problem as a Nation and dedicate ourselves
to its resolution.

So, with those opening remarks, again, I apologize for coming in
on the tail end, but I did have one or two questions, if I could.

Mr. WaxmaN. Sure. First of all without objection, your statement
will be put in the record at the opening of the hearing. And I want
to say personally that I welcome those remarks because we are
facing a terrible national tragedy with this epidemic and it is an
epidemic that knows no political boundaries or ideological views of
the people affected. It is one that we all have to get together on,
whatever our idedlogical views, to try to combat. And I thank you
for those comments.

Mr. WaxMaN. Please go ahead with questions.

Mr. FieLps, Dr. Haughton, just a couple of questions. And [,
again, apologize for missing your testimony, but going back to edu-
cation. It has been my experience just in talking with people in a
general way, there is 50 much misinformation and misunderstand-
ing about AIDS. What are you doing in regard to education? And I
know you were talking just a moment ago about some of the money
that is being expended. But is there any coordination with volun-
teer groups going out into communities and talking about, you
know, this particular problem?

Mr. HAUGHTON. Yes. We have created a speaker’s bureau jointly
with the AIDS Foundation. And epidemiologists, physicians,
nurses, health educators from that speaker’s bureau are available
to speak t~ any group that requests our assistance and we also so-
licit groups that we want to talk to. One of the most important
things that has happened in Houston resulted from Dr. Koop’s, the
Surgeon General's statement with regard to the education of chil-
dren about this problem. The Houston Independent School District
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got in touch with us as soon as Dr. Koop made that presentation
and asked us to assist them in developing a program to reach their
children.

Since then, we have trained all 200 of their principals. We have
helped them, together with Texas Children’s Hospital and the In-
stitute for Immunological Disorders to create a 1-hour training film
for their teachers. And we are now in the process of conducting
seminars for groups of 20 to 30 of their teachers and school nurses.
And they have begun three pilot projects in three middle schools in
the city of Houston—Houston Independent School District to imf)le-
ment that program of teaching young people about family life,
about tne problems of AIDS and how to protect themselves.

Mr. FieLps. Besides school groups, do you feel that there has
been a response. Is there solicitation of you for yonr speakers to
come out and provide better information for the communities?

Mr. HAuGHTON. Yes. We have had a large number of requests
from, more recently, employee groups. Employers are asking us to
come make presentations to a group of their employees. We spoke
to the Marriott Hotel chain employees, to several banks, to the
flood control district. So, we get a lot of such calls. A lot of congre-
gations are calling us to speak to their church-related groups, both
their young people groups as well as their full congregation.

So, the word is getting around. People, even though there is still
some degree of denial, because of our numbers, it appears still that
AIDS is a gay and bisexual disease in Houston. Ninety-four percent
of our cases are still in that category. But I believe that the word is
beginning to filter down to the rest of cur community that we can
no longer talk about high-risk groups. We must now gin to focus
on certain types of behavior. Because, in pursuing those behaviors,
anybody is vulnerable. And I think that word is getting around and
we are beginning to get a spark of interest from others.

I mentioned before you came that NBC had this national pro-
gram last night. We set up a phone bank here and had four epide-
miologists available to answer calls. And, in 3 hours, we got only
nine calls. I think that was because that program was on the
wrong station.

Mr. FieLDs. Let me just ask one other question. I appreciate the
Chairman’s indulgence. You represent the city of Houston and you
are talking about information and it seems that you are being
fairly aggressive on this issue. What about areas ‘within Harris
County that are outside the i’urisdictional boundaries of the city of
Flouston, the smaller cities? In my congressional district, cities like
Baytown, Jacinto City, Galena Park and also in the unincorporat-
ed, you know who is working in those particular areas? And is
there coordination with you and other people?

Mr. HauGrToN. No. We have found very little interest in the
groblem fror the other five counties in our Standard Metropolitan

tatistical Area. And, as you may be aware, Congressman, those
counties include Montgomery, Ft. Bend, Brazoria, Liberty and
Waller. They have very small numbers of cases. In the 3% years
that I have been in Houston, I had one call from Mon omery
County, about 1 year ago, asking me to send a speaker out. I had a
call from the health director in that county asking me to send a
speaker to speak to a community group that he had pulled tcgeth-
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er. That is the only contact that I have had from outside the city of
Houston.

Mr. FieLps. Sir just in closing, you know, we as a Nation found a
preventative cure for polio. We had a national resolve to put a
person on the moon. And it seems that we need that same type of
resolve in this particular situation.

Mr. WaxmaN. Thank you very much. We certainly do need a
higher resolve to deal with all the ramifications of this AIDS epi-
demic. I want to thank the three of you for your presentation to us.
We appreciate it very much. We look forward to discussing the
issues further with you. Thank you.

I understand that we are going to have a microphone for the wit-
nesses. It is being set up right now. So, we will wait a second before
we call the next panel.

[Pause.]

I think we are ready now to start, again. For our next panel, I
would like to ask the following people to come forward: Reverend
William Lawson from the Wheeler Avenue Baptist Church; Mr.
Jose Perez, Gay and Lesbian Hispanics Unidas, here in Houston;
Ms. Sue Lovell, Board of Directors, AIDS Foundation, and Mr.
Chris Kihnel, President of People with AIDS Coalition. If you
would please come forward and take seats in this area with the
microphones.

We want to welcome you to our hearing this morning. We are
pleased that you are here. Your prepared statements will be part of
the record in full. We would like to ask you, if you would, to sum-
marize in no more than 5 minutes, and when the bell goes off, we
would like you to conclude your statement at that point.

We would like to start with Reverend Lawson. As I understand,
the way the—the one—there is only one microphone. And, so, after
you have concluded, just pass it along and we will hear from the
other witnesses. I understand some of the audience are having
trouble with hearing the witnesses. So, if you will pass the mike, it
will be helpful.

Reverend Lawson, pleased to welcome you.

STATEMENTS OF REVEREND WILLIAM LAWSON, WHEELER
AVENUE BAPTIST CHURCH; JOSE PEREZ, GAY AND LESBIAN
HISPANICS UNIDAS; SUE LOVELL, BOARD OF DIRECTORS, AIDS
FOUNDATION; AND CHRIS KIENEL, PRESIDENT, PEOPLE WITH
AIDS COALITION

Mr. LawsoN. Mr. Chairman, and to Congressmen Leland and
Fields, I will probably be able to give you back part of this 5 min-
utes.

Mr. Waxman. Speak up. There we go.

Mr. LawsoN. I am probably the only one of the experts who is
totally inexpert. I am a pastor and do not have access to all of the
isltai:istics and all of the data that some of my honorable olleagues

ave,

Can you still not hear me? You law folks tell me that you have
to eat mikes.

I think that it goes without saying taat all of us are concerned
about wh: * is quite clearly an epidemic. I do not think that any-
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body has any question that that it is of somewhat disastrous pro-
portions.

I, as a pastor, am doubly concerned. First, because as a Black
man, my background is in Africa, from which much of the AIDS
problem seems to have come. And, as a pastor, we are very much
concerned about our mission in the field which is in Haiti, which is
also a center of much of the AIDS problem right now.

Our concern about AIDS as it has an effect on minorities, Blacks
and Hispanics, particularly, is one that says that there is, right
now, still not enough concern being expressed and we are very
grateful to this subcommittee for having this hearing and for
giving an opportunity for the several perspectives that are being
presented here.

But it seems to me that what we first have to realize is that we
are still looking at AIDS far too negatively. We are thinkirg of it
as something that does involve a certain kind of bad risk communi-
ty. And, whether we limit it to gays and drug users or whether we
think of some other high-risk groups, we have to realize that it is
also now infecting people who are neither gays nor drug users. It is
now even infecting babies. And it seems to me that anything that
has over 1,000 cases in Houston is certainly in the nature of some
kind of an epidemic.

And it bothers me that I hear the city of Houston and the State
of Texas saying that it is something that we can simply throw
$100,000 at. That is probably about the cost of one bus to run our
streets. That does not do a whole lot for this kind of disease. And
my concern is that many of the people who need the kind of educa-
tion are not now getting it.

I listened to Dr. Haughton, just a few moments ago, saying that
the city of Houston Public Health Department is doing a great deal
in the area of AIDS education; but, as I deal with people in the
ghetto, my feeling is that probably most of them would not go to
the Public Health Department. And, so, it does not surprise me
that there would be only nine phone calls that came in. When, on
the otler hand, they see something like the AIDS Foundation,
which is a private group, that then rings a bell. And, so, they prob-
ably wou:d be making contact with them.

I think that there needs to be, quite clearly, a real priority
placed on some kind of education. And there needs to be, likewise,
some priority on treatment. It is not true that Blacks and Hispan-
ics and other groups within the poverty community can take care
of all of the needs involved in either learning about or treating
AIDS. And my hope is that there can be soine kind of collusion be-
tween government and the private sector that can work this out.

I would certainly agree with Congressman Leland that if we need
to trim from any place, we probably need to trim from the Penta-
gon enough money to deal with something that is killing our
people at this high rate.

Some of the words that I have heard is that, while we may have
about 14,000 AIDS cases, we have go something like a million
people who have been actually infected with that disease, but are
not considered confirmed AIDS cases. I do not know whether those
figures are right or wrong, but I know that even if they are not
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aﬁcc:)urate, they are bad figures and something needs to be done
about

I am glad to see the Government nov. at least beginning to follow
up on this. Congressman Leland knows very well, as one who is
concerned about both health and hunger, that quite frequently
those concerns begin with people like entertainers. And then, final-
ly, the people who are supposed to be our elected leaders follow
suit. So, I am glad to see the Government at least expressing some
interest in this.

I am wondering if it is not possible to get the public school—and
public school systems all have some kind of Federal funds—to rec-
ognize that this ought to be some kind of budget priority for them,
serious budget priority for them. I am wondering whether or not
we ought not to be able to convince the raedia, which has to be reg:
ulated by the Federal agency, that some of their public service
time probably needs to be given to something else besides church
programs. And I am glad about church programs, but I think that
at least some of that public service time needs to be mandated for
some way of getting to people who otherwise would not call up
about AIDS.

My hope is that there can be an aggressive program involving
Federal money, State money, local money and private money. And
I think that at this point, the governments also have som: kind,
some kind of leverage on those companies that have Federal con-
tracts.

I think that there are ways, at least of getting people involved.
And my hope is that there can be the kind of involvement that can
say, “We think that AIDS is a serious problem. It is a s: rious prob-
lem enough so that we can spend some concern and some dollars
on it.”

I wish that I could say something that would be a lot more schol-
arly about it, but I think that you have a lot of scholarship. Mine is
just the concern of a Black man and a pastor.

Mr. WaxMmaN. Thank you very much.

Let me suggest to the audience that it would be, I think, prefera-
ble not to applaud. I think it takes away from some of the dernean-
or of the hearing and, then, if you applaud when you like a state-
ment. Then, there is an inclination to boo when you do not. And
then it gets to be more of a ciicus than a congressional hearing.
But L, if I thought we ought to ~Jplaud at a hearing, I certainly
would appliud that statement. [t was an excellent one. Thank you
very much, Reverend Lawson.

I'wsuid like to now call on Mr. Perez.

STATEMENT OF JOSE PEREZ

Mr. Perez. Yes. I am from t' ¢ Gay and Lesbian Hispan.cs
Unidas.

Mr. Waxman. Could you speak up?

Mr. Perez. dure. I am from the Gay and Lesbian Hispanics
Unidas. And we began our AIDS education, Latina Community
Prevention and Awareness Program, tast year, with the AIDS
Foundation of Houston. And one of the things that we found was
that nobody knows anything about AIDS in this Latino community.
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We did a resource guide that we took into the community. We
had it published in one of the major publications, ‘Y Por Nation.”
And what we got was a series of phone calls that was really dis-
turbing. One was from a non-English speaking mother of three who
was worried about her husband’s drug—IV drug abuse. All we
could do was refer her to the Montrose Clinic. And then she said
she could not talk to anyone at the Foundation. But she finally
found someone to talk to. She was scared for herself and for her
cl}:li;dren. I mean she just had no idea of what was involved with
this.

A .iono-lingual, Spanish-speaking homosexual male feared that a
health problem he was having had to do with AIDS. And he was
not sure and he could not find anywhere to go to find out if it was
or not.

A mono-lingual mother worried about her husband’s extra-mari-
tal affairs, which she suspected included men. This woman was ex-
tremely upset. She was frightened and worried that her condition
might be having an adverse effect on her children. And, again, no
counseling. No anything for this group of people.

A non-English speaking Chicano, unmarried and childless, living
with a middle-aged Black male, both of whom are IV drug users, is
also worried about AIDS. She is worried because she does not quite
understand the problem and she suspects that something is wrong
with her own body. We informed her abc_: the hours of the Mon-
trose Clinic and referred her there.

This is just a sample of the calls that we have received in the
wake of the publication of the resource guide. These Latinos have
called us because we are the only available Hispanic-based organi-
za};tion doing anything about AIDS prevention and awareness in
this city.

The resource guide and the workshop were completely funded by
GLHU event held during New Year’s Eve, which Just raised a little
over $400. What these projects did uncover was the ignorance and
lack of material about AIDS which has gone into the Latino com-
munity here. It is an injustice to keep the Latino community in the
dark about this disease.

It is as if we do not exist. This is a sophisticated form of racism.
Not giving minorities the chance and the efforts of AIDS preven-
tion is an insidious form of racism which is the most difficult to
confront.

Latinos need a mass media campaign about AIDS prevention and
awareness. The media campaign musi be in Spanish to insuce that
it reaches every facet of the Latino community, especially the par-
ents of Latinos, who, according to most demographic studies, are
most comfortable with Spanish language material.

The need for minority based agencies to do the actual work of
minority AIDS education is crucial. The existing AIDS service pro-
viders are structured to meet the needs of the white, gay males.
Latino P'VA’s, on the other hand, are made up of a more diverse
group of people, including women and children. All AIDS services
for minorities must be upscaled because of the shorter life span of
minority PWA’s, which, nationally, is 6 weeks for Latino PWA’s, as
opposed to 2 years for everyone elze.
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Counseling services are non-existent and essential to the psycho-
logical well-being of minorities. Counseling is needed to help mi-
norities in dealing with the stigma surround, g the coramon forms
of infection and the idea of death, which is so much a part of tnis
disease.

That is basically it. Thank you.

Mr. WaxMAN. Thank you very much for your testimony.

Ms. Sue Lovell.

STATEMENT OF SUE LOVELL

Ms. LoverLL. Chairman Waxman, Congressman Leland, Fields, I
welcome yon to—back to Houston. It is nice to have you here.

My name is Sue Lovell. I am a board member of the Texas
Human Rights Foundation, a member of the Commissioner’s State
Health Task Force on AIDS, and a member of the AJDS Founda-
tion, Houston, for the past 5 years.

As I said, I am glad to see you here today because, quite truthful-
ly, we need your help. The AIDS Foundation is the primary main-
stream Ang service provider in the city of Houston, the fourth
most impacted city in the United States with AIDS cases.

I would like, at this time, just briefly to recognize two otner serv-
ice providers in the audience: Eleanor Munger, who started Omega
House, which is a hospice where neople can go and die with digni-
ty. And Jister Patricia, who is—started the Children’s Home,
which is a home where children that have no where to go, with
AIDS can live. They share the same common goals and frustrations
that we do at the AIDS Foundation.

I gave a lot of thought, today, to what I wanted to say to you. I
would like to be able to say that the AIDS Foundation is doing an
excellent job; but I cannot. We are doing the best job we can with
the resources available.

Since the AIDS Foundation was started in 1981, our two main
purposes were to provide social services for people with AIDS and
education. Our social services program currently serves 400 clients.
Our program includes a buddy system, transportation assistance,
rent subsidies, a hospital helper team, Stone Soup, our food bank,
and Macadory House, a home for indigent PWA’s, which is now at
full capacity—excuse me. Which is at full capacity and recently
hed to turn away two people that needed assistance in housing.

We currently have 72 new client ‘hat are waiting intake to
become clients of the Foundation. We nave one paid staff member
that oversees this whole program.

Our education program consists of a hot line, a speaker’s bureau,
which we are the ones that receives the calls to go to Baytown and
Waller and League City, and #1l the other outlying areas. We have
done workshops. We have seven different brochures. We were the
first f>undation in the United States to start a safe sex risk reduc-
tion program. In the past year, we have hired a minority educator,
with funding made available from grants through the U.S. Confer-
ence of Mayors and the Chicago Resource Center.

I could go into greater detail about our 2ducation efforts and
would like to do so because everybody likes to boast about your ac-
complishments. But I would be missing a very important :nint.
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We cannot do the massive education that has to be done in this
city because of lack of money. The most important message that we
need to convey to peuple is: AIDS is preven..ble. But the type of
partnership that is required to prevent the spread of AIDS is not
happening in Houston nor in Texas. That is between the private
sector end the Government.

Two days after Surgeon General Coop addressed a joint session of
the Texas Legislature, the House Appropriations Committee voted
to allocate not one cent to AIDS education, nor to the State Health
Department’s request for their AIDS program.

The city of Houston has spent only $21,000 on education between
October of 1984 and the present on education. The county which
provides hospital care and social services will be over-burdened if
the predictions come true of 9,000 cases in Harris County by 19¢1.

I listened to Dr. Haughton this morning, and, in my heart, I
would really like to believe what he is saying. But, in my head, I
know it is not true. We, in Houston, cannot think that we will
avoid the cases into the heterosexual population, the minority com-
munities, the women, and the cases in children that other cities
have experienced.

It would be a miracle if that happened, but; unfortunately, mir-
acles do not happen in Houston, TX.

We, at the Foundation, have understood and have been con-
cerned about the effect of AIDS on minority women and children.
We know that it will take a targeted, educational program to reach
Blacks, Hispanics, Asians, women; and, in truth, every person in
Houston. But, again, this takes funding.

What we need ‘- your help. Today, not one Federal dollar has
come to Houston for education or patient care. That same effort
that is given to securing funding for NASA or the same planning
that goer into bringing a superconductor to Texas is needed on the
AIDS crisis in Texas.

We will provide the expertise, the knowledge, the energy, the
work, the volunteers, of which, we have 500 at our Foundation, in
help preventing this disease and caring for people with AIDS, if
you will provide us in Texas with the money that we sorely need.

You, the Federal Government, are our only help at this point.
The funding is not going to be made available from the State, city
or county. We will continue to raise money from the private sector;
but we realize these dollars are limited, especially given the state
of economy in Houston.

Without your assistance, women, children, minorities will unfor-
tunately experience the same pain and suffering and loss that we
have felt in the gay community I can tell you from a very personal
standpoint: I do not want that to happen. Thank you.

Mr. WaxMaN. Thank you very much.

Mr. Kihnel.

STATEMENT OF CHRIS KIHNEL

Mr. KiuneL. Distinguished Congressmen Leland, Fields, Chair-
man Waxman, thank you for having me. If I had known the con-
text of Dr. Haughton’s testimony today, as a Texan, I would have
worn my boots.
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My name is Chris Kihnel and I am a 30 year-old native Houston-
ian and Texan, and I am a person with AIDS. I am president of the
People with AIDS Coalition of Houston, operating under the aus-
pice ]gf(': the National Association of People with AIDS in Washing-
ton, .

I was diagnosed with pneumocystis pneumonia on August 1,
1986. After three bouts of PCP, which nearly killed me, I recovered
under the care of Dr. Gary Brewden and the staff of the Institute
for Immunological Disorders. I was fortunate in having converted
my group health insurance policy to a personal policy 3 months
prior to my diagnosis after a job layoff. My dpolicy covers every-
thing but out-patient prescription drugs, including AZT, which has
sustained my life up until now.

I a.ust find the means to pay for this drug after 2 more weeks’
grace period, since the open drug study has ended and AZT has
been approved by the FDA, and there is no local, count, State, or
Federal funding yet for indigents on AZT.

My only source of income is $627 per month Social Security Dis-
ability, out of which approximately $200 goes to my insurance cov-
erage. Due to my qualifications and my concerns as a person with
AIDS, I would like to address the concerns of AIDS in our Black
and Hispanic communities.

According to national statistics, minorities take up 41 percent of
the 33,000 confirmed cases of AIDS since 1981. Blacks and Hispan-
ics are over-represented in AIDS cases. Blacks account for 12 per-
cent of the U. S. population and 25 percent of AIDS cases. Hispan-
ics make up 10 percent of the U. S. population and account tor 14
percent of the total AIDS cases. Three out of every five children
with AIDS are Black.

Based on future predictions, the minority community will contin-
ue to pay a heavy toll due to AIDS. Minorities in Houston in
Harris County are imminently affected by AIDS and will continue
to be affected in increasing numbers in the future.

Of particular concern is Black and Hispanic youth in Houston,
among many of whom sexual experimentation, IV drug use, the
use and abuse of tattoo needles, chemical inhalants and others. As
the numbers increase, 50 will these and many other problems.

Great attention—local and national—has been directed on Hous-
ton in Harris County and its proposed solution to the management
of the current AIDS problem as it effects indigents.

Considering the number of Blacks and Hispanics who depend
upon public hospital and medical care, the facts regarding minority
groups require an even heightened awarenesc by Harris County.
Currently, poor people with AIDS are provided treatment through
the Harris County Hospital District at Jeff Davis Hospital and its
16-bed AIDS facility.

There are current problems at JD’s AIDS ward, including pa-
tients having been turned away because they have been told JD is
at capacity, inadequate sociel worker staff, inadequate equipment,
insufficient bilingual staft to service the AIDS area. Discharges are
not coordinated between social work, medical and pharmacy. Often,
family members have had to wait excessive hours due to this
breakdown.
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The status of continued County funding for AZT and other such
life-susiaining drugs is yet undetermined.

Houston has a worldwide reputation as a medical center. The

ublic health care system in this part of the country is more like
Flarris County’s than systems in New York and California. The in-
quiring cyes of the media are focused on how we in Harris County
in Texas will mokilize to respond to these urgent needs.

I know Mr. Waxman is concerned for my needs as he is for his
own constituents in California. I met him in California. I hope Mr.
Leland and Mr. Fields will follow his example and go back to
Washington with the same compassion and dedication as my
friend, Hcnry Waxman. Thank you.

Mr. WaxMaN. Well, thank you very much for those generous
words. And you can be assured by the fact that Mr. Leland and Mr.
Fields are here that they, and that I am here as well—we want to
learn what we can from the experiences here in Houston and give
this information to our colleagues as we try to figure out the appro-
priate Federal response.

Let me ask you this question. You have insurance. You are work-
ing with other people who have AIDS. Are they as fortunate as you
are to have insurance?

Mr. KiHNEL. No, sir. I weuld say over half the people I know, or

ibly as high as 75 percent of them, are indigents and do not
ave in3urance.

Mr. WaxMman. Now, if they do not have insurance, how do they
get their health care for AIDS?

Mr. KianNEL. Well, currently, through the Harris County Hospital
District at J. D. Hospital—deff Davis Hospital.

Mr. WaxmMAN. And is that—does that provide the whole r-nge of
services that are needed for these patients?

Mr. KinNEL. Although the staff out there has done an exception-
al job with what they heve to deal with, the quality of care is
pretty good. I have some friends that go out there. I do not person-
ally. I have some friends that go out there. And the quality of care
is good at this time. But, cf course, by the end of 1991, they will not
be equipped to deal with the statistica—the number of cases.

Mr. WaxmaN. Now, you have insurance, but you indicated your
insurance will not pay for hign-rriceu prescription drugs. Will they
paglfor any prescription drugs?

r. KiHNEL. They will only pay for in-~atient prescriptions.

Mr. WaxMAN. In-patient.

Mr. KiHNEL. And, since I am healtt. .nd my life is being sus-
tained by AZT, AZT and all my other out-patient prescription
drKfrs ere not covered under my insurance

r. WAxMAN. Now, let us say you viere on Medicaid, which is
the health care delivery sysiem {or the people who have impover-
ished *hemsclves——

Mr. KIHNEL. Yes, sir.

Mr. WaxMAN. Would, would tuc Medicair program i Texas pay
for AZT?

Mr KinneL. No, sir, I do no. believe so st this time.

Mr. WarMAN. So, we are talking about a Jrug that means that
people can survive——

r. KiHNEL. Yes, sir.
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Mr. WaxMAN. —with this disease. And often survive outside of
the hospital setting. And without this drug, people will die.

Mr. KiuNEL. That is correct.

Mr. WAXMAN. And, in Texas, under the Medicaid program, they
are not paying for this drug. What happens to those people who do
not have the drug paid for by the Medicaid program?

Mr. KinNEeL. They will die.

Mr. WaxMman. They will die; no choice about it.

Mr. KiunEeL. Yes, sir. And, even though I have insurance and do
not qualify for Medicaid because my—supposedly, my Social Securi-
ty income is so high at $627 a month, since my insurance does not
cover it, I am considered indigent in that case, too.

Mr. WaxmaN. Ms. Lovell, your Foundation is dealing with people
who come in for services. I assume that most of the services that
the Foundation and the AIDS Clinic supply are to gay men. Is that
correct?

Mr. KianeL. I would say a majority, but not all.

Mr. WaxMmaN. You also provide services to heterosexuals?

Mr. KiunEL. Oh, yes, sir.

Mr. WAXMAN. Are people afraid to be seen going into what they
might consider a gay clinic or a gay facility?

Mr. KiHNEL. I believe that is true. We get a lot of calls on the hot
line, in fact. Probably over 50 percent of our hot line calls are from
people, heterosexual people, that want information, but are afraid
to go anywhere and get that information, so call on the hot line.

Mr. W2xMaN. If someor.e wanted to be tested to see if they had
the virus in their blood, in Houston, TX, where would they go?

Mr. KiuneL. They would go to the Montrose Clinic. The other—
the program at the Montrose Clinic is voluntary, anonymous test-
ing with pre- and post-test counseling. They have an excellent pro-
gram. You may go to the Institute and be tested, of which there is
a charge. But you are given the opportunity to pick either anony-
mous or confidential, of which “confidential” means a name 1s
taken. We have a hard time in referring people out there other
than saying, ‘“Take it anonymously,” because we all know the type
of discrimination that takes place when your name is attached to
an HIV antibody positive test: You can lose your insurance; you
can lose your job. So, we inform people, if they want to take the
test, to please take it anonymously.

Mr. WaxMaN. And do you know if there is a waiting period of
time for people to get the test if they wanted to take it?

Mr. | HNEL. I do not know at the Clinic if there is a waiting
time, truthfully. I have not heard that there is. I know that there
was an increase in the request for testing.

Mr. WaxMAN. Mr. Perez, you think that we need a targeted cam-
paign of AIDS education to reach the Hispanic community?

Mr. PErez. Yes. All Hispanics. Maybe one to even reach the gay
Latino. And, you know, the Hispanic Community. Because there is
none at the moment. People are scared out there. They are fright-
ened, you know. They do not—they get a lot of misinformation. The
Latino publications which exists here in Houston are over-wrought
with misinformation about AIDS. And they continue this, you
know, problem.
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Mr. WaxMAN. Well, is it that they get misinformation and they
do not think it could effect them because they think it is only a gay
diset;as(;le’? Or are they getting misinformation about how it is trans-
mitted?

Mr. Pergz. I think what it is, is that the publications in most of
the Hispanic communities is not taking it serious at the moment.
There is not enough energy being put into it and that is one reason
I am here. I am not a professional educator. I am not a counselor. I
am just an activist and a concerned citizen. And we have had to
take these initiatives to educate the gay Latino and Hispanic com-
munity, in general, because of that. We do not have the profession-
als out there to do that. What we have had has been limited.

Mr. WaxmaN. All right. I thank the three of you and Reverend
Lawson for his testimony. It is clear that what is going on in Hous-
ton is not all that unique, except this city, Los Angeles, San Fran-
cisco, New York, Miami, are cities that are on the cutting edge of
this epidemic. And the rest of the country will learn from your ex-
periences and, hopefully, not from your mistakes. But, if need be,
they will have to learn from mistakes.

And one mistake is that if we do noi educate people, inform
them, about what is happening with the spread of this disease, the
numhers of cases are going to multiply. And, with those people who
hove AIDS, we have to make sure that they get the treatment nec-
essary.,

As a humane society, w. h the values that we hold, it is incon-
ceivable to me that we would allow ple to go without the one
drug that could keep them alive. And, if we do that, then we are
giving a lie to the values that we have claimed as a society, that we
are not going to say to someone simply because they cannot afford
health care that they are going to be condemned to death.

I appreciate what you ﬁave had to tell us today. I am going to
turn over the question to Congressman Leland, and the gavel. Un-
fortunately, I have to leave to catch a plane: but Mr. Leland is
going to cl);air the rest of the hearing, and we will share the tran-
script of ccmments with our colleagues in Washington and be
mindful of what is going on here in Houston as we try to figure out
what is the appropriate Federal response. Thank you very much.

Mr. Leland.

Mr. Leuanp. Thank you, Mr. Chairman. If I may, having as-
sumed the position as Chair, now, dispense with the policy that has
been established earlier, just temporarily. I would like for you to
give your thanks to Henry Waxman, our Chairman. Thank you,
Mr. Chairman.

I am particularly concerned about the information that was
given by Dr. Haughton. I hope he is still here. But I am concerned
aboat the political implications here. While I recognize Dr.
Haughton as having spoken, not necessarily from his personal
point of view, but from his representation of the city—I am con-
cerned that, indeed, that if the city is taking an attitude that they
are not prioritizing this in the highest way, not only the current
situation with the AIDS epidemic in Houston, but the spreading of
ATDS to all of our community will continue to increase in severity.
1 would like to just ask you to respond, if you will, more in full,
about the implications here: The fact that the, if Ms. Lovell’s state-
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ment is correct, Hovston has only spent $21,000 in this matter, and
reducing, I guess, to some extent, their commitment by $100,000 if
in fact that is the case, where they have received $100,000 from
outside sources.

What is your opinion about this in each of your cases, particular-
ly, the gentleman who has AIDS now?

Mr. KiiNEL. Well, Mr. Leland, I think that due to the lack of the
city, county and State in funding education that there is a great
deal of ignorance and fear. And I believe most of the hcterosexual
community does not understand AIDS. They do not feel thet it can
effect them because of the lack of money that is being spent.

And I feel that the city of Houston has completely turned its
back on its community as far as addressing AIDS and educating its
community.

Mr. LELanD. Can you speak more specifically about the city of
Houston and why you feel that it has not responded to the extent
that it should?

Mr. KiHNEL. I think Sue could probably be more specific. All I
know is that they have not spent anything on educating the com-
munity. And that has led to ignoran-~e and fear.

Mr. LELAND. But it seems to me, though, that, if it is a matter of
fear, that—and I Fuess it is more because of the ignorance—that, if
‘t was 1 matter of fear, then indeed a lot of money would be spent.

Mr. KiaNEL. You would think so. You would think it would be
one of the main issues on the city council’s agenda; but, instead,
they have ignored it.

Mr. LELAND. Ms. Lovell, would you like to respond?

Ms. LoviLL. Yes. I mean certainly the city has not paid the type
of attention to this problem, nor is it a priority. That was verbal-
ized today. Given the state of the economy in Texas and the finan-
cial problems that we are facing, you need to prioritize. There is
money available through the Federal Government in which this
city could go and secure to do the type of educational programs
that need to be done.

Given the statistics in Houston, right now, of 95-96 percent of
the cases still involve gay men, I believe that the general popula-
tion is beginning to understand that this is not just a disease that
affects gay men, but a disease which will infect them.

But I do not think they have quite gotten it, yet, and, especially,
when they listen to statistics. What needs to talke place is the lead-
ership from this city needs to point out to the general population
that, indeed, it is a problem for them. And that they need to be
educated and, through education, they can prevent the spread of
this disease.

Given thouse statistics that we have, we are in a unique position
here in Texas to really show that education, indeed, can stop the
spread of the disease. With the statistics of 95-96 percent, if we had
a well-organized, well-funded educational program to the minority
community—women, the general population, teenagers—we might
be a model in showing that education does cut down the numbers.
It is effective.

We have a particular difficulty with the Black community. It is
perceived as a white person’s disease. Unfortunately, we have lead-
ers like Reverend Lawson that are standing up and speaking out.

14D
Y]




139

But one person cannot do it alone. It will take a community effort

from the Black community. It will take targeted, specialized pro-
ams into those communities, not just a general informational
rochure.

The Hispanic community faces particular problems simply be-
cause of a language barrier, different cultural problems. And, quite
truthfully, the influence of the church—that will make it particu-
larly difficult in educating and getting them to understand that
this can effect them, but they can prevent it from happening.

Women need to take it seriously. Especially, we have seen the
numbers effecting women of child-bearing age. I take that, you
know, quite seriously. And so should everyone.

Sc, quite frankly, the leadership in this city neede to stand up
and say, “This is a problem. And we are going to do somet’ ‘ng
about it. And so are you. And we are going to show you how to pre-
vent yourselves from getting that disease.’

If that happened, we might withstand those stat tics that Dr.
Haughton would like to have.

Mr. LeLanD. I understand. Let me, before you pass the micro-

hone, let me ask you: Were you involved in the testimony at all

fore the State legislature in an effort to try to get legislation
passed where more funds would be or funds would be allocated by
the State of Texas targeting this problem for resolution?

Ms. LoveLL. Yes, sir. I was involved with that.

Mr. LELAND. What was the prevailing attitude that you confront-
ed with the State legislature in this matter?

Ms. LoveLL. I think the prevailing attitude was the getting
caught up on the statistics, again, of 95-96 percent gay men and IV
drug users. And it seemed to be a real lac?ce of concern simply be-
cause IV drug use is illegal. And, in the State of Texas, we do have
a sodomy law. So, it was like, “We cannot justify giving this
amount of money in hard times to two groups of people which are
realg considered criminals.”

I do not think that they understood that this disease isn’t Just
limited to that group and we are very concerned about this ticking
time bomb.

Mr. LELAND. If I may, and it might be conjecture on 1 - part, but
having served in the body of the State legislature for . ears, it
seems to me that by now—and I have been out of that gody for
now 9 years—that it would have evolved to contemporary times in
1987 when, in fact, our legislators should realize that even if those
who are affected b‘\; this terrible, terrible disease are, as far as they
perceive, undesirable, that in fact they should know tnat an epi-
demic of this kind is pervasive and. thus, affzcts the universal pop-
ulation of our city—our State, rather.

I just find—I find it very difficult to understand their non-re-
sponse to this very serious problem.

Ms. LoveLL. So do we.

Mr. KiaNEL. So do we.

Ms. LoVELL. Yes. This is kind of where a trickle down theory
comes into effect and is very effective. Obviously, there is homopho-
bia in the Texas House. Because of that there is no money allocat-
ed, which means that because of homophobia, people—minorities,
women, children—also suffer. So, it trickles down from homophobia
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and then because of homophobia, it really cuts off the care and
help that other groups of people need. And that is really unfortu-
nate. But they are not past that, yet, unfortunately.

Mr. LELAND. Mr. Perez.

Mr. Perez. Well, I would just like to comment on Dr. Haughton’s
remarks about having done some considerable work into the city of
Houston regarding AIDS. All the past 2 weeks we have looked for
materials on AIDS, pamphlets and other documents in Spanish,
and it is almost non-existent. I think the only pamphlets I have
seen are the Foundation—the AIDS Foundation’s, here in Houston,
that have published their, I think three of the Spanish language
pamphlets. The city of Houston has not provided anything. I have
not seen anything anywhere in any of the multi-service, purpose-
service centers or any of the other city facilities. There just has not
been any real effort from the city. And I do not believe there will
be unless they are really nudged into it.

Mr. LELAND. Well, let me just thank all three of you for your
participation and for the record, Reverend Lawson, for his partici-
pation, also. You have been invaluable to the Congress of the
United States. And let me assure you that your testimony will be
very highly regarded. And, for the purpose of the record, too, I
would like to insert into the record, without objection, an article
that is dated March 1987, that was written by Miss Allison Cook, I
think her name is, in “Texas Monthly Magazine” dated March
1987. I think it corroborates to some extent what has been said
here with this panel.

[The material referred to follows:]
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Mr. LeLanp. I went to thank you very much.

Ms. LoveLL. Thank you.

Mr. LeLaNp The Chair would now like to ask that Dr. Peter
Mansell from the Institute for Immunological Disorders and Dr.
Robert Awe, from Jefferson Davis Hospital, please come forward
for your testimony.

Let me welcome both of you. Let me also apologize for the neces-
sity for the Chairman to have left by this time. He assured me .hat
he was as interested in your testimony as those who had appeared
before you and, indeed, will look at your testimony, as a matter of
record, when this record is completed. And for the purpose, ¢z, of
your testimony, the entirety of the testiraony of the Subcommittee
on Health and Environment of the Energy and Commerce Commit-
tee will also be made available. Your testimony will have been
available to the membership therein and to those who are con-
cerned about this very dire, dire problem.

Dr. Mansell, you may proceed.

STATEMENTS OF PETER MANSELL, INSTITUTE FOR IMMUNOLO-
GICAL DISORDERS; AND ROBERT J. AWE, CHIEF, PULMONARY
MEDICINE, JEFFERSON DAVIS HOSPITAL

Mr. MANsEeLL. Congressman Leland, it is a pleasure to——

Mr. LeLanp. You might want to hold it very close, Dr. Mansell.

Mr. MaNsELL. There is a switch. If all else fails, follow the direc-
tions. I speak about as softly as you do. It is a pleasure to meet you.
again,

I must admit that I sometimes wonder if I live in the same city
as Dr. Haughton.

But without going into that in any greater detail, I must say that
I find some of his wishes highly desirable, but some of the facts on
which he appears to base them are rather questionable.

I do disagree with hir intensely about his implication that M. D.
Anderson, which is the State cancer center, abandoned AIDS pa-
tients. This, in fact, is not the case at all. And the Institute, in
which I have the honor to work, is a marriage between American
Medical International, a private hospital owned company, and the
University of Texas and M. D. Anderson Hospital and Tumor Insti-
tute, which still employs me, I am glad to say.

I think that I would like by way of testimony to give a very brief
outline of the history of the AIDS epideinir as I see it in Texas. We
saw our first case at M. D. Anderson of a person with AIDS in No-
vember of 1981. And 2 months later opened a clinic at M. D. An-
derson. And, in the course of the last 5 years, we have seen 1,400
referred people with AIDS or with AIDS-related diseases.

In September 1986, the clinical activity, I was moved to a new
location, the Institute for Immunological Disorders And we are
currently seeing almost 400 new cases of people refer: ed at that In-
stitute and our current modus operandi philosophy of looking after
people, as I think is becoming more common, is to put the great
emphasis on out-patient care. We currently see cver 1,000 out-pa-
tient visits a month and never have more than approximately 15
or, at most, 20 in-patients.
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And this, I think, is important because of cost considerations on
the one hand and also because of the dignity and the quality of
care that can be given at home as opposed to in the hospital.

Very recently, to my great regret and that of my colleagues, too,
AM], that owns the physical facility, was forced to insist that we
see no new unfunded patients. And the reason for that, I think, is
important to point out that AMI has spent $2.5 million on unfund-
ed, indigent care between the beginning of September 1986 and
March 1987, without any help frora Federal, State, county or city
sources.

Now, I may—and, indeed, I do regret this necessity enormously
and hope that it will only be temporary. But I think it points out
the dire problem that we have in this country and in Texas.

In January of 1982, my colleague, Dr. Guy Newell and I rang the
Texas Department of Healta in Austin to tell them that we
thought, given what little we knew about AIDS at that stage, that
Texas was likely to have a serious problem in the future. And, now,
Texas is the fourth State and Houston the fourth city with num-
bers of people with AIDS. And is still, so far as I am aware, apart
from Dr. Bernstein’s panel, which is a bri%ht spot in an otherwise
very murky situation, there really is no planning and no funding.
And, indeed, there may actually be negative planning and negative
funding, if that is something that one can think about.

What I think bothers me even more than that is that given what
we know about the incubation period of this disease and the laten-
S:Iy period, all those individuals—maybe 10,000 in Houston or in

'exas who will be sick in 1991, are already infected by the virus.
And we have so far nc capability of caring or ameliorating the el
fects of that infection.

The necessity for education as a means for prevention is enor-
mous, We have an educational activity at the Institute of which I
am very proud. I was a founding hoard member of the AIDS foun-
dation and was, at least in part, instrumental in helping some of
the early and I think excellent educational programs that that or-
ganization began and continues.

Clearly, we need to educate people. Clearly, the heterosexual
population and the teenage school population is of tremendous
need of intelligent, factual, well-delivered, effective education. And,
frankly, I do not see that happening, other than as a result of the
citg auspices, county auspices or State auspices.

inally, a word about the proble n that indigent patients have. In
our clinic, when people came to the clinic at diagnosis, before we
had to stop seeing unfunded patients, approximately 12 percent
had no funding. The problem really is that as the disease pro-
gresses, as employment is lost, as insurance is lost, that percentage
rises to well over 50 percent. And, unless something can be done to
provide humane, effective, economic care for these people, I person-
ally agree with the Hasting’s Center report in October of last year
which proposes that AIDS may be the one thing that drives this
country’s health care sc{stem into socialized medicine—a thing
which I personally would applaud, but is regarded as heresy by a
lot of my colleagues.

The program at the Institute for Immunological Disorders con-
gists mainly in clinical research. We are attempting, as best we
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can, with an aid of a contract from the National Institute for Aller-
gy and Infectious Diseases, to look for drugs other than, but
common with, AZT, and other agents which I will not go into de-
tails, to try to prevent and to treat this disease.

We have an educational and a basic research arm. We have a
prevention activity. We may, I hope, be one of the first, if not the
first places (0 mount a trial of a vaccine against this virus. We
have a screeniug clinic and we also have a hot line. And I hope
very much that these activities can continue to help the people of
Texas and surrounding States. Thank you.

Mr. LELAND. Dr. Awe.

STATEMENT OF ROBERT AWE

Mr. Awe. Thank you.

Human infection in the indigent minority and majority popula-
tion of Houston, if current projections are correct, will soon raise
the cost of care to these patients to a prohibitive level in this
county.

At present, 20 to 30 percent of the medicine beds at Jefferson
Navis Hospital are occupied by AIDS patients. About 30 to 40 per-
cent of our AIDS patients are minorities. I have *he strong impres-
sion that my Black and Hispanic patients are no. as well-informed
as are the whites about AIDS prevention and the resources avail-
able once they are d’agnosed. More innovative education is needed
to reach these groups.

Due to current Texas la=v, only a small minority of indigent pa-
tients can depend on State assistance to pay medical expenses. The
public hospitals in counties lucky enough to have them must
budget for this loss. Relief from the Texas legislature is a fantasy.

One and only one possibility exists that can currently stem th:s
inevitable tide. And that is AZT. About 40 percent of AIDS pa-
tients at Jeff Davis, who are on AZT, are minorities. The cust of
this drug is very high. And the taxpayers of the county currently
are the only ones who are paying for it.

However, only three or four of the patients seen at Jeff Davis
last year were born in this county, and only a handful of AIDS pa-
tients seen and paid for through the county facilities are from
Texas. The medical staff at Jeff Davis is happy to take care of
these patients. And we admire their struggle to fight against the
impossible odds of this disease. But this fight is costly, both emo-
tionally and financially.

I do not think that the city and county officials of the dozen or so
of the major cities devastated by this epidemic should be asked to
bear the cost, alone. The sons and daughters of small town Amer-
ica came to the big cities because they wanted a brighter life, less
encumbered by small town prejudice. They came by the thousands
and they have died by the thousands.

In their exubera.ice of freedom, they were struck down by a
virus that no one knew existed. One to 2 million people in this
country, we assume or think, are infected with this virus. How
many of these will develop disease is uncertain; but it may be as
high as 50 percent.
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We have to stop it from spreading further. AIDS is a very simple
dis-ase not to get. But it is a very expensive disease to treat. AIDS
is a national trauma and requires national mobilization and coop-
eration. Rapid Medicare funding of newly diagnosed patients is des-
perately needed. Better drugs than AZT are in sight. But, for now,
assistance must be given to those who cannot afford to pay for it.
Thank you.

[The prepared statement of Mr. Awe follows:]

STATEMENT OF ROBERT J. AWE

The problem of HIV infection among the minorities and medically indigent of
Houston and Harris Counti'l, Texas. has not ﬂet reached such proportions that it has
overwhelmed the County Hospital District but if the current predictions of its in-
crease are correct, it soon will.

At present, t' ~ pulmonary medicine floor at Jefferson Davis Hospital has 54 beds.
Eight of the beds are in the AIDS Unit, but it is always full and usually four to
eight more beds are utilized by AIDS patients. This is despite a short average length
of stay for it patients and increased out-patient treatment for their spportunistic
infections.

If this population of patients increases as Frojected, (estimated 10,000 cases in
Harris County by 1991) the number of beds will have to increase considerably. Con-
tingency plans are in lace but will be extremely expensive.

In 1986, 146 AIDS patients were admitted to our hospital; 30 were black, 25 were
Hispanic, and 91 were white. Clearly, A(DS is affecting the minority population as
well as the white risk groups and an increased effort to reach the black and Hispan-
ic populations with effective education is needed.

e average cost per patient day is $540 at Je““erson Davis Hospital. Only two of
the 146 peonle admitted in 1986 were “paying pe .ents” t'.rough Medicaid. Most of
our gatients have worked before they got sick. Thus they . ‘alify for Social Security
Disability and, in Texas if their Social Security Disabilicy wneck is greater than $340
}ﬁ‘r month, the Medicaid is stopped which means they have no medical coverage.

ey will not qualify for Medicare until they have been disabled for 2 years and
most will not live for that long.

One, and 22? one, possibility exists at Ki'esent that may stem the inevitable tide
of HIV inlected patients progressing into AIDS. And this is Retrovir (AZT). Current-
ly, 35 patients at Jefferson Davis are on this drug and the results are truly remark-
able. Only three patients on AZT for greater than 6 weeks have had to be readmit-
ted, and all were for short stays (less than 5 days). Of the 35 patients, 9 are black, 6
are Hispanic, and 20 are white.

The Harris County Hospital District has budgeted $500,000 to pai; for AZT for
next year because we projected about 50 patients would be on it by then. However,
with the recent release of Ret:ovir (the new trade-name for AZT) to a larger popula-
tion, it is probable that well over 100 patients with AIDS will be placed on this drug
in the next 6 months, at a cost of cver $1 million. Although it caa be justified that it
is costwifective to spend $10,000 per year per patient to keep them relatively
healthy anA out of hospitals, it will still place an overwhelming burden on the tax-
payers of this county.

f’am afraid that many lower income patients who are now working bu. have inad-
e?uate insurance coverage will become medically indigent because of the high cost
of AZT. They will come into the public hospital system to obtain this life-sustaining
drug. 1 do not feel the local government of the major cities (New York, San Francis-
co, Los Angeles, Houston, etc.) should have the burden of this epidemic alone.

AIDS is a national problem. It requires national coordination and mobilization. I
strongly urge that AIDS patients be eligible for Medicare soon after the diagnosis is
made, and that the cost of AZT be covered, at least partly, under this program.

Mr. LeLaND. Does the Institute accept pat.ents whose only source
of paymert is Medicaid?

Mr. MANSELL. Yes.

Mr. LELanp. Where do you refer patients without insurance?

Mr. ManseLL. Well, apparently, there is only one place in this
area that I am aware of, And that is Dr. Awe’s clinic at Jefferson
Davis. I think that prople who have the ability to travel can go
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down to the John Sealy Hospital in Galveston, but that is a consid-
erable way. And the facilities are limited there, as well.

Mr. LELAND. What percent of the Institute’s beds are occupied on
most days?

Mr. ManseLL. Well, we have the capability, currently, of looking
at about 80—75 to 80 in-patients. We have never had more than
about 20. And that is partly due to our philosophy, which is, as I

inted out, is to try to keep people out of the hospital in order to
ook after them, I think, better and more humanely and reduce
costs,

Mr. LELAND. Does your Institute receive Federal or State assist-
ance in providing care or in preforming research?

Mr. MaNSELL. We have a contract from the National "nstitute of
Allergy and Infectious Diseases which pays some salaries and some
supplies for basic research and clinical research, but nothing relat-
ed to patient care. We have managed to get funds, in some cases,
from private pharmaceutical companies to cover some patient-re-
lated costs. But they barely or sefdom cover anythir~ other than
sort of bare minimum costs.

Mr. LELAND. Let me ask Dr. Awe.

Dr. Awe, roughly, what proportion of your AIDS patients have
insurance?

Mr. AWE. None of them. By definition, to come to the county hos-
pital, they cannot have insurance.

Mr. LELAND. Are they Medicaid beneficiaries?

Mr. Awe. Well, see, that is the problem with Texas law. They—
as soon as they are diagnosed as AIDS, they get on Medicaid. But,
most of the AIDS patients have worked and have Lad jobs and
have paid into Social Security. Within 5 months of being disabled,
they then get their disability through the Federal Government and
Medicaid is cut ¢ff. When tgey get their Social Security Disanility,
th.s does not cover hospital care, so, that only a very smail namber
of so-called ‘“patients”—our patients at Jeff Davis—pay. Even
through Medicaid, it has been run out by then.

Mr. LELAND. In that light, they are related to the gentleman who
spoke earlier who was or is an AIDS victim?

Mr. Awe. That is correct.

Mr. LeLanp. Who pays for the care of people with no insurance
or Medicaid?

Mr. Awe. The taxpayers of Harris County.

Ml; LELAND. To what extent ic that a{lowed over a period of
time?

Mr. Awk. I am sorry, I do not understand the question.

Mr. LELAND. Well, the question is: How long, how many of
these—are all patients allowed to come in to the Harris County
Hospital?

Mr. Awe. No, sir. They are not. There are very strict require-
ments to get indigent care in this county. Number 1, obviously, you
have to be indigent. Number 2, you have to have been a resident of
Harris County for at least 3 weeks. And you have to prove that.

And, 80, what we have is problems with patients coming from
surrounding counties with AIDS, who we cannot take care of
unless they are, you know, literally at death’s door, because they
are not residents of Harris Mrunty.
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And it is my understanding that John Sealy in Galveston will
not take patients from most counties in Texas. They only take
them from three or four of the surrounding counties of Galveston.
So, it i3 a tremendous problem for patients coming from outside of
Harris County to get care anywhere, particularly, if they are indi-
gent.

Mr. LELanp. Will John Sealy take patients from Harris County?

Mr. Awe. No, sir. They will not.

Mr. LELanD. They will not. Then that goes right to the heart of
the concern of my collc. gue, Mr. Ficlds, who was concerned about
those outside of Harris County.

Mr. Awg. Absolutely.

M:. LELAND. When——

Mr. Awe. I am sorry.

Mr. LeLanb. No. I just wanted to find out where they ga, then, if
they cannot get help here in Harris Courty or in Galveston
County?

Mr. Awe. Right nov, I do not think there is any place they can
go. I really do not. I think this is why it is so important that the
Federal Government realize that this is a National problem. And
the only solution that I know of is to get these folks on Medicare,
which is Federally funded, as early as they can. Right »~, they
can get on Medicare if they have been disabled for 2 years. But, as
you well know, most patients with AIDS do not survive 2 yea-s. So,
very rarely, do they live long enough to even get on it.

Mr. LELAND. So, then, thzre are people out there who are literal-
ly at the brink of death s=d .ome who have died because they do
not have access to the kind of care that is provided through the
county—through the Harris County Hospital District?

Mr. Awe. [ am convinced that that is true, ye-

Mr. LELAND. What—maybe I should ask—well, before I ask this
question of both of you, let me ask: Roughly, what percent of your
hospital’'s—you said 20 to 30 percent; is that right? The Barris
County Hospital District?

Mr. Awe. And that is just medicine beds, obviously. Jeff Davis is
really, mainly, an OB hospital. It is the largest obstetric bospital in
the whole country. But the seventh floor of Jeff Davis is a medi-
cine—of course, it is part of the Baylor program: Baylor teaching
hospital. And there is about 55 medicine beds. And about 20 per-
cent of them all are usue'ly occupied by AIDS patients.

Mr. LELAND. And what percent of them are minorities?

Mr. AWE. I* runs around 30-40 percent are minorities. When I
made rounds Saturday, there were 10 AIDS patients in the house.
Eight were Black, one was Hispanic and one was white. But, again,
that was an unusual weekend. But it usually runs more like 40
percent.

Mr. LELAND. About 40 percent.

Mr. Awe. Right.

Mr. LELAND. Let me ask you something. I hear the resounding
cry for politicians who are in positions of authority to do something
about this in the State, Federal and local governments. Let me just
ask you: What is your admonition to us, those of us who have some
ability to hopefully do something about this program?
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Mr. Awe. Well, it just seems to me, as I said in my opening com-
ment, that the cities—the big cities like Houston and Sa~ Francis-
co and New York and Los Angeles are having to pay exorbitant
amounts of money to take care of these folks. And as I—we just are
not going to have the money in Harris County. If it is true that we
are going to have 10,000 people by 1991, we are going to have to
open up huge numbers of new beds and hire new suaff to take care
of these folks. And it looks now like those predictions are going to
be accurate. And we are going to have to go, I guess, to the county
taxpayers and ask them for more property taxes.

But I do not think it is fair that Houston and the residents of
Harris County have to pay all of this cost. I think this is a Nation-
al, Federal problem.

Mr. LeLanp. Now, Dr. Awe, you are talking about—you are talk-
ing about patient care, now. And, on top of that, we are talking
about preventive measures like education.

Mr. AwWE. That is true.

Mr. LELAND. We are talking about even a more massive amount
of money.

Mr. Awe. That is true. It is very expensive, but it is something
that has to be done. These people are dying and probakly most of
the ones that are infected are going to eventually get the disease.
And, once they get the disease, they are very hard to take care of
and it s very costly.

Mr. LELanD. I am concerned that the State legislature has done
what it has done. Do you think that this problem is priority enough
to the extent that we ought to expect and hope that the Governor
of the State of Texar will call a special session—it seems that since
this session of the legislature is so far spent—targeting or at least
prioritizing this issue as one that should be regarded as substantial
enough for the Governor to pay that kind of attention?

Mr. Awe. Well, I do not know if I could recommend they have a
special session. All I can say is: We went to them and asked them
just to help us pay for AZT, which we estimate Harris County,
alone, is going to cost $1 million in the next year, out of our local
hospital budget just to support AZT for our indigent patients,
which we, of course, intend to do. But, when we went there, they
Just said it is Houston’s problem. It is not problem as far as Texas
is concerned, not considering the fact that when Houston was the
boom town, people came from all over ihe country to this city. And,
now, many of .hem have AIDS.

Mr. LeLanp. Well, the last I looked, I did not realize that Hous-
ton had seceded from Texas.

Mr. Awe. That is what they said. They said, “It is Houston’s
problem. I will not fund this.”

Mr. LELanD. Well, let me ask you so1 \ething, Dr. Awe. Have you
appealed to the Harris County delegation to the State legislature,
which at one point—at one time in history, was reputed to be the
most powerful delegation in the State legislature.

Mr. Awe. We nave written letters asking Mrs. Moore, who is the
Administrator at Jeff Davis, went up there personally and testified,
asking for help. And they, just, to say the least, were unsympathet-
ic with our problems.
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Mr. LELanDp. Well, may I suggest something to you. And I guess
this is outside the purview of my responsibilities as a legislator in
Washington, but I think it is my responsibility as an aspiring hu-
manitarian, and that is that you might call on the Harris County
delegation to the State legislature to do all that they can to rectify
this horrible situation that has been imposed by the State legisla-
ture by its inaction.

Mr. AwE. Yes, sir. We will certainly try tl.at.

Mr. LELAND. Dr. Mansell, do you have any other comments you
would like to make?

Mr. ManseLL. Well, I think from the Federal point cf view, set-
ting aside more local considerations, one thirg tggt is terribly im-
portant is that the decision of the high court last year sor.ehow be
set aside: that employers can fire employees whom they think pose
a health threat to the rest of the work force. This has adversely
affected people with AIDS to a tremendous extent.

Because, of course, what happens following that is these poor in-
dividuals lose their health insurance and even the provisions of the
Cober Act are totally inadequate, since they usually cannot afford
to 1pay their own health insurance.

absolutely agree with everything that Dr. Awe said. I think
that until the legislature and, perhaps most importantly of all, the
mple of Texas realize that thie is a problem that affects every-

y, regardless of race, color, creed, sexua: preference, or any-
thing else, we are really not going to get very far.

I had the good fortune to attend a breakfast at the Governor’s
House at which Surgeon General Koop was a guest. And I over-
heard a conversation from one of the Harris County legislators
with him comﬁlaining about the fact that if money were given to
solve the—as he put 1it, “AIDS problem,” then money would have
to be taken away from crippled children and our cancer p..tients.
And how would one not be able to make the kind of choice that he
was suggesting?

And I think that it is this attitude--more than anything else—
which caused the disallowment or non-voting or negative legisla-
ture on the part of Austin on funds to help people with AIDS.

Mr. LeLanp. It looks like we have to begin our education pro-
gram with our politicians.

Mr. MANSELL. Are you going to open this to other peop.e on the
floor? Is that a question I can ask off the record or not?

Mr. Leranp. Well, no. You are very welcome to ask any question
of the Chair thai you so desire. We have very serious time con-
straints. The recorder and the Chairman’s assistant both have tn
get back to Washington, and, as an official hearing, we mu-.
adhere to the parameters that were set out prior to the hearin
time.

Let me suggest to you that what I can do, as an adjunct to this
hearing and I will plan to do that because I understand that there
are many concerns here that we have not, in Houston, adequately
covered this topic, that this Member of Congress, and hopefully
with the concerns that Congressman Fields has represented here,
today, we will further pursue this matter by having possibly a
county-wide hearing, or even with the concerns that Representa-
tive Fields has with those who are outside the county, to whatever
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practical extent that we can, we will hold an informal hearing on
this matter or hearings cn this matter in order that we can get the
full participation of those who would want to participate.

This is not just a “Show and Tell” one-time affair, as far as I am
concerned. This is something that we are going to have to concern
ourselves with over a long period of time. And this one Member of
Congress, anyway, is committed to further pursuing this matter.

It has been over a year, now, that we have asked the Chair to
come and participate in a hearing like this because of budget con-
straints. I might add that we were hit as hard—those of us who are
Chairs of committees and subcommittee Chairs were hit as hard
with the Gramm-Rudman perpetration, if you will, as anybody.
And, because of that, we were unable to travel to do many of the
field hearings that we wanted to do last year.

Things have loosened up to some extent and to that extent we
want to pursue this matter further. We want to do some onsite
visits, as well as holding further testimony and doing open forums
so that we can get a greater participation. We apologize to those of
you, by the way, in the audience who woild want to participate at
this hearing. But, hopefully, you will bear with us and understand
that we are committed and that this is invaluable. This has been
an invaluable hearing and hopefully it will illuminate the problem
in the city cf Houston to the extent that we will get some response
for the powers that be.

With that, let me just thank the two witnesses who have ap-
peared here. Let me thank all of you. Again thank Texas Southern
University for hosting this, and more particularly, Gene Harring-
ton, ov:'lho has been most gracious in facilitating this opportunity for
us, today.

Let me just say that some of the problems that we have incurred,
tco—also illuminate another problem. And that is that Texas
Southern still remains, to some great extent, the bastard college of
tiie college system of this State. And some of those problems that
we have incurred today have been because of the lack of resources
provided Texas Southern University.

And, as an alumnus of this very distinguished institution, let me
say that I hope that in the future we will have this proportionate-
ly—especially regarding the past transgressions on the part of the
Giaie legisialure—we will have proportionately the adequate finds
to run this institution as a first-level institution in our State. The
first level institution that indeed it is, at least in terins of the facul-
ty and administration and the student body that matriculates here.

I thank all of you. The Congress will continue to monitor the sit-
uation and the Chairman, of course, is an outstanding leader in
this area of concern and I associate myself to the extent that I am
as committed to doing as much as I can as the Chairman is.

Let me also issue one more admonition. Since I am a Member of
the United States Congress who has a parochial interest in the city
of Houston in that I represent at least 525,000 citizens of the city of
Houston, and that is that, while we do concern ourselves wi'h the
spreading problem of AIDS amongst the heterosexual and minority
communities, that indeed we should not—just because that prob-
lem is spreading to other communities, we should not ignore the
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very serious humanitarian problem of ignoring the problems of the
homosexual community of our city, or State and our country.

I think that we should have heeded the call a leng time ago, re-
gardless of the sexual preference of anybody who has been affected
or afflicted by this incredible disease.

We represent a country that is based on the moral authority in
the world chat we hopefully assume. We recognize that there are
many faults with our system. And we hope to correct them. But I
think that first and foremost, when any segment of our human so-
ciety is at risk, this country should indeed pursue trying to resolve
those problems as quickly as possible and as effectively as possible.

So, with that, let me just thank all of you for your participation
and hope that America will indeed become America for all of its

people.

Thank you very much.

[Whereupon, at 11:55 a.m., the hearing was adjourned, to recon-
vene at the call of the Chair ]

[The following statement was submitted for the record:]

StaTeEMENT oF AIDS FounpaTioN HousToN BY MICHAEL B. WILSON, PRESIDENT
EMERITUS

Having AIDS anywhere is a physical, emoticnal, financial, and personal tragedy
Living with AIDS in Houstor. is pv~ctuated by an apparent lack of concern, compas-
sion, and response from those pub... and private agencies we expected to come for-
ward with help.

Since 1982, we have knoched on every door at City Hall; we have been told repeat-
edly that such a health issue is not the responsibility of the city government. We
have beaten the trail from health departments to health-related funding agencies;
we have been told that AIDS was not a problem in Houstc~ We have prepared edu-
cational materials on AIDS prevention t¢ be informed such efforts were lewd and
disgusting. We have developed and offered training programs, brochures, and policy
manuals for businesses, school districts, and public health agencies only to have
them tabled by frightened administratoss. It the vacuum, we developec{ our own
social service, assistance, counseling, and educational programs to fill in the gaps.
All were funded by the efforts of community volunteers.

Other than Federal social security and a few minimal county and State programs
for the near-indigent, the prospects for a person with AIDS in Houston are bleak.
I've heard it said, “If you're gonna get AIDS in Houston, you'd better be rich or
well-insured.”

For the Houston AIDS victim who has had insuranc2 canceled, lost his job, or for
whatever reason become indigent, there 1s precious lit.le hope for medical care and
treatment other than the strained resources of the county hospital district and the
State cancer hospital.

And the list of special problem of living with AIDS in Houston goes on and on—
from dealing with workplace harassment to backlashes from our conservative com-
munity, from the lack of intermediate nursing care facihties to difficulty getting
around our sprawling inetropolis, from getting legal help to finding affordable coun-
seling, and from buying groceries and cooking meals to finding a place to live when
you're out of money. Where are the public funds to solve these problems, to support
social services, to provide education, and to help the person with AIDS live and die
with dignity? Where do you turn in a city that ignores you? Where do you hide in a
community that shuns you?

Investigational Drug Protocols

The policies, pr 'cedures, and bureaucratic sluggishness of the Food and Drug Ad-
ministration (FDA) and National Institutes of Health (NIH) have delayed important
human trials of investigational drugs to treat AIDS. At the same time, such regula-
tions have kept experimental treatments away from patients who desperately need
them. S .ch problems, at a time when the deadly epidemic continues to expand, 1s
leaving researchers dismaye+ .nd patients distraught.

Perhaps the inost significant issue involves the insistence on prospective, parallel,
placebo-controlled rhase III clinical tnals for drugs shown effective and scfe in
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phase I and II trials. While such conservative forms of scientific study serve to pro-
tect patients from untoward side effects, drug interactions, and other unknown
sources of harm and also serve to validate the scientific merit of such trials, this
epidemic demands a more rapid and innovatis 2 response from the involved Federal
agencies. Further restrictions, requirements, and exclusions denying patients drugs
are based upon narrow and conflicting clinical definitions, concomitant therapies,
and combinations with other investigational drugs in patients commonly needing
cancer chemotherapy and/or antibiotic treatment for infectious diseases.

In the face of a fast-growing, infectious, life-threatening epidemic predicted to af-
flict two million Americans by 1991, it occurs to many of us that we must have the
courage to move from traditional activities which have served us well in the past to
a position that is dictated by the present and required by the future. There are sci-
entifically-acceptable methods of testing these investigational drugs which are more
humane. AIDS demands such innovations.

And finally, there are overwhelming practical concerns to consider. One is simply
adequate funding of these drug trials as quickly as possible in hopes of finding
useful treatments before the epidemic expands to horrifying proportions, overbur-
dening our health care and social service systems Another very real practical con-
cern is that potential participants in drug research protocols, facing impending suf-
fering and death, and aware of restrictions, exclusions, and placebo controls, are
seeking alternative ways of improving their health and survival. This exodus from
research centers leaves drug trials stifled, and in the long run, we may all suffer the
consequences,

7

5‘:\
Q)]

RIC

Aruitoxt provided by Eic:




AIDS ISSUES
AIDS Research and Education

TUESDAY, SEPTEMBER 22, 1987

HoUSE oF REPRESENTATIVES,
CoMMITTEE ON ENERGY AND CCMMERCE,
SUBCOMMITTEE ON HEALTH AND THE ENVIRONMENT,
Washington, DC.

The subcommittee met at 2:10 p..m., pursuant to notice, in room
2123, Rayburn House Office Building, Hon. Henry A. Waxman
(chairman) presiding.

Mr. WaxmaN. The meeting of the subcommittee will come to
order.

When this subcommittee first began its hearings on AIDS in
1982, the questions of research funding were controversial. Dollars-
and-cents analysis were required for each proposal. Panels of scien-
tific witnesses were needed to challenge the adequacy of budgets.

Thankfully, those times are behind us. AIDS research funding is
supported broadly. No one needs to be convinced of the need for
such activity.

Likewise, w™ en it was first proposed, AIDS education—aimed at
specific groups and the public at large, this was all extremely divi-
sive at that time. Assuming that AIDS would only strike homosex-
ual men and drug abusers, public education was said to be too hot
to handle. When the Surgeon General proposed to tell school chil-
dren about AIDS, he was deserted by many of his political friends.
When a debate on a Sunday news show turned to condoms, it was
the first time that word had been used on the air.

To some extent, those times are also behind us. Most people are
convinced of the need for AIDS education, and most are prepared
to be candid. No one believes that the same messages are needed
for third graders as are used for drug addicts, but almost everyone
agrees that targeted information is necessary.

Today’s hearings are to start the second generation of this work.
Having demonstrated that AIDS research is necessary, we must
now make the government support work quickly and well. Having
understood that everyone should be educated about AIDS, we must
now mabke the lessons widespread, clear, and effective.

No doubt there will continue to he controversies about bureau-
cratic structures, about budgets, and about who should educate
whom about what.

But we are making progress in the politics of AIDS, and I hope
that over the next few months, we will make dramatically more.

(155)
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Before calling on our witnesses, I want to recognize members of
thie subcommittee for opening statements, and first I want to call
on the ranking minority member of the subcommittee, Mr. Mad-
igan.

Mr. Mapican 1Ir. Chairman, I think I have just unplugged
somebody’s microphone down here, and I apologize for that to who-
ever the owner of the microphone is.

Mr. Chairman, the vast bulk of Federal dollars earmarked for
the AIDS crisis has been used to fund research. A significantly
smaller amount has been dedicated for education and information
programs. Almost none has been dedicated to public health regula-
tion of the crisis.

While I recognize that the focus of today’s hearings is research
and education, I would be remiss if I did not point out the recent
actions taken in 1y State of Illinois to deal with the AIDS crisis.

Governor Thompson of Iliinois was pre:ented with 17 bills relat-
ing to the AIDS crisis which had passed both houses of the State
legislature. He signed into law 10 of those 17 bills. The legislation
he signed will allow public health officials to trace AIDS victims’
sexual partners. It will require AIDS testing for couples wishing to
marry. It will allow punlic health officials to quarantine AIDS vic-
tims when there is clear and convincing evidence that the public
welfare is significantly endangered, and it will allow judges to
order that certain persons convicted of sex offenses or narcotics-re-
lated crimes be tested for AIDS. And finall;, it will require schools
to teach youngsters in grades 6 through 12 about sexual abstinence
in order to avoid the AIDS complications.

I think that these actions are clearly more effectively handled at
the State level than at thr Federal level. I certainly do not urge
that Federal lawmakers take the identical course that Illinois law-
makers have taken, but I do think that the Federal Government
has an obligation to assure that States have adequate funds to ad-
dress the AIDS crisis on a number of fronts.

Education and information efforts will be most effective if they
are tailored to and by local areas. Testing programs will be most
effective if they reflect the attitudes of local residents.

I hope that we keep this in mind as we decide how much to au-
thorize for the AIDS crisis, and how authorized programs are to be
designed. We must be sensitive, Mr. Chairman, to locai needs,
whether we are talking about research, treatment, education or
public health regulation.

I hope that the witnesses will address the role of the Federal
Government in assisting States during their presentations this
afternoon.

Mr. WaxMmaN. Thank you, Mr. Madigan.

Mr. Wyden.

Mr. WypeN. Thank you very much, Mr. Chairman.

Mr. Chairman, education is an absolute prerequisite for stopping
AIDS, and I want to commend you for holding this hearing.

The only point that I wanted to make at this time, Mr. Chair-
man, is that this spring, for fiscal year 1987, Congress appropriated
$30 million for an AIDS education mailing to all American house-
holds. As of now, that mailing has not taken place. It is my under-
standing that the Public Health Service put together such a mail-
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ing; however, the plug was pulled on this education mailing at the
White House. The subcommittee staff has been informed that a
mailing will not take place during this fiscal year which is the
period fcr which the appropriation was voted on by the Congress. I
would hope, Mr. Chairman, that the subcommittee -vould look into
this matter and find out what has befallen this $30 million appro-
riation. It is my understanding that the subcommittee staff has
earned that it is not an education program that will occur, and I
hope that we would inquire further into what has happened ¢ - that
money.

I thank the Chair.

Mr. WaxmaN. Thank you, Mr. Wyden. We will join you in that
inquiry, and I think it is appropriate that we find out why that
money has not been spent as Congress determined it should have
been spent.

Mr. Dannemeyer.

Mr. DANNEMEYER. Thank you, Mr. Chairman.

When Surgeon General Koop made his report to the Nation last
October, as to what the Federal Government should be doing, one
of the things that he mentioned in his report was the necessity of
education. I think it is important that we pursue that. But there
was a serious omission in Surgeon General Koop’s report to the
Nation last October, because he failed to r~-ognize the inseparabil-
ity of human sexuality and morality and ethics. That omission was
correcred by a joint statement issued by Secretarg of Education
Bennett, joined in by Dr. Koop in January, and I think so long as
the American government or any State or county governn.ent or
school district in America seeks to educate the public of America
on how not to get AIDS, so long as we recognize the inseparability
of educaticii or human sexuality with morality and ethics, we will
be on the right course. But if we are curious as to how much educa-
tion expenditures by the Federal Government have resulted in a
decline of pregnancies among females in our society 15 to 19, we
have only to look at the statistics that were gathered from what we
spent in the decadec of the 1970’s, where we spent roughly—we in-
creased expenditures from $80 million to $300 million, roughly a
factor o/ four, and for that Federal expenditure of dollars we real-
ized an increase of pregnancies of roughly 50 percent, and a dou-
bling of abortions, and only a small decline of live births.

What this data tells me is this: When we seek to reduce human
sexuality on the basis of Federal dollars spent on education, we
‘1ave the assurance that we are going to produce one thing;
namely, more human sexuality.

I am not sure that is the course we should be taking, but in light
of the seriousness of the epidemic, maybe the result of expenditure
of Federal dollars in education to reduce AIDS would be appropri-
ate. We will listen to the witnesses, and hopefu!” we will make the
correct judgment.

Mr. WaxMAN. Mr. Sikorski.

Mr. Sikorski. Let me just thank you and the witnesses for doing
their part in this fight.

Mr. WaxMaN. Mr. Whittaker.

Mr. Walgren.

Mr. Bliley.

18]
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Mr. BLiLEY. Nn opening statement, Mr. Chairman.

Mr. WAXMAN. Mr. Dingell.

Mr. DiNGELL. I commend you for the hearings, and I wish you
success in your undertakings.

Mr. WaxmManN. And Mr. Coats.

Well, we are pleased to call ir our first witness, Ms. Ann E.
McFarren, Executive Director of AIDS Action Council, and Presi-
dent of the AIDS Action Foundation.

Ms. McFarren, we are pleased to have you with us. We want to
welcome you to the subcommittee hearing. I would like to ask you
to proceed with your direct testimony. If you’ll pull the microphone
close to you, there is a button on the base, and push it forward.

STATEMENT OF ANN E. McFARREN, EXECUTIVE DIRECTOR, AIDS
ACTION COUNCILI., AND PRESIDENT, ATDS ACTION FOUNDATION

Ms. McFARgeN. Mr. Chairman and distinguished members of the
g&rinmittee, thank you very much for having me speak with you

ay.

I am Ann McFarren, Executive Director of t * AiDS Action
Council, and President of the AIDS Action Foundatiun.

We represent 300 service providers around the United States
that are providing social services and support services and educa-
tion programs in the communities where they work.

During the time I have with you today, I would like to discuss
the national education program that I believe is unportant in ad-
dressing this disease.

Public health officials have repeatedly indicated that we must
control this epidemic by education. As a matter of fact, it is the
cornerstone of our prevention efforts. We have no vaccine, we have
no treatment or cure. We must rely on education efforts.

Reducing hysteria is another reason for a massive education
campaign. The Ray family, who lives in Arcadia, FL, has not had a
peaceful time, even though Arcadia means peace. Their fire was a
trage " . I believe it was a tragedy because of lack of good educa-
tion programs.

Obviously many people in Arcadia were afraid of the HIV virus.
They did not understand the infection; they did not understand its
transmission; and they were fearful for their children.

I believe all of you have enough facts to know that those fears
are groundless and we need more education for our general public
to help them understand that. Because of the fear and the lack of
information, we had a very tragic situation and, in my view, it was
needless.

It is imperative that we have a rational program starting now,
and the council supports the -ecommendation of the National
Academy of Sciences that there should be $1 billion spent on edu-
cation by 1991,

I believe the appropriate goals are: helping our citizens under-
stand the disease, its management and its transmission; assuring
that people who are ill receive the appropriate care, compassionate
response from their neighbors, from their friends, and from health
care workers; and help people identify sources so that they can find
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out more about AIDS, if they would like to, or feel they need to
know.

We recommend a broad program, and most of the information in
that is submitted in my written testimony.

I feel that the programs that other countries have developed
could help us and be a guide as we develop the programs that
should be done in this country.

While we have debated the appropriateness of education and
what should be in the messages, England, France, Australia, Uru-
guay, Brazil, Switzerland and other countries have in fact imple-
mented programs.

I have submitted to you information on the numbers of cases of
AIDS in the countries that I just mentioned. I won’t mention them
all now, but Switzerland has 266 cases; Canada has 1,000; France
has almost 2,000; and the United States has 41,700 and some cases.

Surely those figures should help us move forward in this effort.

The television clips and the movie clips that I am going to show
ou now are those that are developed and usea in other countries.
%"hey may not all be appropriate here, but I think the thing that is
important about them is that each one of these countries has as-
sumed the responsibility of educating all of their citizens.

I thought you would like to see them as samples of things that
are available.

The last tape that will be shown, which is the Swiss tape, is not a
television spot; it is rather a spot that is shown in movie houses.
We do have additional copies of the tapes if you would like them.

If we could have the lights down and show the tapes now, please.

[Media footage played.]

Ms. McFARREN. Mr. Chairman, we do have additional informa-
tion on education programs {rom these countries and others, but I
felt that was just a sample that you might like.

Our Nation’s commitment to informing and educating our citi-
zens is paramount if we are to stop this epidemic. Each day we
wait to implement education programs like those I have described
and others, additional people are being infected with the virus. In
1992 they viill start to become the tragic staisstics of this disease.

People are dying one by one every day. Our inactivn means that
right now we are signing the death certificates for people who will
die in the next decade. We must not allow this to continue.

Thank you.

[Ms. McFarren’s prepared statement follows:]

STATEMENT OF ANN E. MCFARREN

Good afternoon Mr Chairman and distinguished members of the subcommittee.
Thank you for the privilege to appear before this subcommittee.

I am Ann McFarren, Executive Director of the AIDS Action Council and Presi-
dent of the AIDS Action Foundation. The Council was established 3 years ago by the
AIDS service providers. Today the Council represents over 300 of these groups
which provide direct social services, support services and community education 1n
cities throughout the United States

Recently the Council established the AIDS Action Foundation as its educational
arm. The Foundation 18 responsible for legislative research, training and education-
al programs for public activities.

During my *ime with you today, I will be discussing efforts to info.m this Nation’s
public about AIDS
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Public health officials have repeatedly stated that to control the epidemic we
must educate the American public about AIDS and its transmission. We have no
cure for AIDS. We have no effective long-term treatment. Vaccines will not be avail-
able unti! at least the mid 1990’s; if ever. Thus, education is the cornerstone of our
National AIDS prevention effort. Reducing hysteria adds another compelling 1....
for massive public education programs.

The Ray Family lives in Arcadia, FL—Arcadia means peaceful-—yet their lives
have been far from peaceful. The tragedy of the Ray Family fire, 1s directly attribut-
able to the total lack of appropriate education and leadership in the area of AIDS
education. It is obvious that some Arcadians were frightened of the disease, clearly
they did not understand HIV infection and transmission, and they believed that
their children were at risk. Fear which resulted from a lack of information was our
enemy and ended in needless tragedy.

Political, religious, health and business leaders must join together to assure that
all of us have the knowledge and understanding of this disease, so tragedies such as
the Ray fire will never occur again.

Another example of an inappropriate response to AIDS is the Montgomery Ala-
bama Police listing of “suspected AIDS people” to protect rescue workers and police.
Llsl:s and tests won't protect service people from infection; education, and training
will.

The facts and problems before us make it imperative to launch a rassive national
education program now. The Council supports the National Academy of Sciences’
recT(;lmm::ldation to provide $1 billion of Federal funds for education by 1991.

e goal:

1. Helping our citizens understand ¢he disease, it’s management and transmission.

2. Assuring that people who are ill receive appropriate and compassionate re-
sponse from their neighbors, friends and health care workers; and

3. Identify resources so that any American can find out more about AIDS.

A broad sweeping program should include the following components:

Federal and private sector support for a national educational campaign on AIDS.

Implementation of local public information programs as an adjunct to National
campaigns.

Development of targeted educationa! programs.

Expansion of School Health Programs.

Expansion of programs f.r the development and training of AIDS educators.

The general public education campaign should include advertising spots that must
be creative, tasteful, atiention getting, compelling provide accurate information and
shown during prime time.

Continued prime time coverage of AIDS issues will enhance the public’s aware-
ness.

Utilization of sitcoms is another educational opportunity that should be accessed.
Print media efforts must parallel the electronic media

Nations around the world have informed their citizens about AIDS in an effort to
control the AIDS epidemic. These countries have launched massive education cam-
paigns. The * .08t successful include campaigns that provide a coordinated approach
with prime time televised messages, printed material, trained health professionals
prepared to answer to the public’s response to the camfalgn, house to house infor-
mational mailing, and education campaigns in the schools

While Americans debate the appropriateness >f educational materials—England,
France, Australia, Uganda, Brazil, Switzerland and others have implemented pro-

ams.
The cases of AIDS reported 1n these countries are:

Switzerland 266
Australia 583
Great Britain 935
Canada 1,000
Uganda 1138
Brazil 1,625
France 1,980
United States 41,735
Q
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As of September 17, 41,735 cases of AIDS were reported in the United States. Six

'er. later into the epidemic, no government sponsored national educational pro-

oram has been launched.

Today, I have brought with me examples of educational TV soots which have been
developed for use in government sponsored national education programs in several
of the countries I have just mentioned.

I could discuss -7ith you at length the TV clips I am abowt to show you. Prepare
you for their impact; good points and bad points. However, . chink that the TV clips
speak for themselves. TW.e point I would make with you is that each of these Na-
tions have assumed the res; nsibilit’y of educating its citizens.

The Australien, United ingdom 8 campaigr nave been effective tools in raising
the publics awareness of AIDS. Some critic. complain that the commercials “ave
unjustly scared the public. However, we can learn from their mistakes, a1, move
forwaui. A prime time television campaign creates an aware public. Public aware-
ness is the first step to educate the public.

Mr. Chairman, with your permission I would like to have the committee review
these clips now. None of them are sexually offensive or ex licit, instead, they are
¢ :ative and compelling and provide accurate information about AIDS to the view-
ers.

In addition to a media program, other educational programs are necessary to
meet the challenges this epidemic poses. Targeted education programs represent a
major challenge to our efforts. Fortunately, we have some models ‘hat have been
developed in the last few - .ars that are working. Targeted education differs from
ﬁeneral public education, by aiming at groups of peolgle who are considered to be at

igher risk of contracting or transmitting the virus. rograms for these groups must
be culturally sensitive, very clear, explicit and provided in environments that are
comfortable to the individuals who must receive the message.

The gay community has done an excellent job of educating their members. These
programs are based on understanding peoples behavior, they provide clear informa-
tion, respond to concerns of people 1egarding disease transmission and worked to
develop a culture that decreases the risk of transmission. Programs have ranged
from “clean and sober” ampaigns to safer sex education. While has been very diffi-
cult to quantify successes, a recent study in San Francisce ".as indicated about an 85
percent drop in the STD rate among gay men; this shows thet nrograms can have a
subsiantial impact

Other groups that need specific, targeted programming include IV drug users,
prostitutes, sexual partners of other persons in high risk groups, minority groups,
school aged and college populations and health care workers,

We have recently heard of tragic accidents leading to infection of health care
workers. Training programs to ensure that a propriate body fluid precaution tech-
niques . re followed must be implcmented. If gealth care workers rely on testi..~ in-
formation for patient management they will have a f.lse sense oly security. Mro-
grams for rescue workers, such as those in Montgomery, AL, should be offered edu-
cation and training under this segment.

Health care workers must also have accurate information to provide appropriate
guidance and education to their pati~-ts.

The expansion of school healt Jrams is another area to be addressed. School
boards around the country are besuming to develop core education programs, na-
tioral organizations are beginning to address the issues, a massive program is ur-
gently needed. All school boards, PTA's and teachers associa jons should make &
corrmitment to assure quality, accurate AIDS education in their school systems
within the next year. A substantial investment will be needed for teacher training,
in order to accomplish this goal.

Our Nation’s commitment t» informing and educa.. .g its citi -s is paramount in
controlling this epidemic It is the only “vaccine” we have. Fac day that we wait
before we 1mplement the educational programs I have described—additional people
are being infected with the virus. In 1992, they will be part of the tragic statistics of
AIDS. Mr. Chairman, people are dyin; of AIDS, one Ly one, every day. Qur inaction
today means that right now we are signing the death certificates of people who will
die in the next decade—we must no¢ allow this to com nue

hank you very much for the opportunity to discu « our v ews with you today. I

will be happy to answer any questions you may have

Mr. WaxMmaN. Thank you very muck: for your testimony.

I gather those films were made by those countries, by their gov-
ernments?

Ms. McFARREN. [es, they were.
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Mr. Waxman. To try to inform their people about AIDS and
ways to lessen the risk of the AIDS epiaemic.

Ms. MCFARREN. Yes.

Mr. WaxmaN. How many film strips have been made by the U.S.
Government?

Ms. McFargen. I am aware of one set of spots that Governor
Bowen—excuse me, I'm fro:n Indiana—Secretary Bowen has given
that simply states that AIDS is a concern and gives a hotline
number. None of this type of filming.

Mr. WAXMAN. And then there are announcements for television
being made by private organizations that are aired as public serv-
ice announcements.

Ms. McFARRrex. Yes, there are, although there is no campa.gn
that is an integrated campaign that provides information at all
levels and is targeted for prime time in key information slots, and
that is one of our major concerns. Frequently public service an-
nouncements are aired at 2 or 3 o’clock in the morning, and that is
not when many of us are listening to television.

Mr. WAXMAN. Are these spots being aired during the prime time
television viewing hours in the respective countries?

Ms. MCFARREN. A good share of them are. Some of them are not.

Mr. Waxman. Thank you very much.

Mr. Madigan.

Mr. MADIGAN. Ms. McFarren, with regard to the video announce-
ments you have just shown us, can ycu tell us what the impact of
those announcemer:ts has been in the countries in which they are
shown? For example, has there besn any community resistance to
these commercials, and has there been any attempt made to meas-
ure the effectiveness of the commercials?

Ms. McFARREN. There have been studies done in England regard-
ing the response to the English campaign, which included not only
radio and television materials but a door-to-door mail campaign. It
did increase people’s awareness and knowledge, and there is a
fairly extensive report on that entire program whicl I would be
glad to submit to you.

Australia has also done a fairly extensive response, and I don’t
happen to like that particular spot bec iuse I think it is very fright-
ening, but over 97 percent of the population in Australia indicated
that they had seen the spot and could describe it wher they were
tested in market surveys afterwards. Seventy-five percent said that
it increased their knowledge, and 70 percent indicated thet it did
change their behavior.

So it appears that there has been some effect from this type of
effort in other countries,

Mr. Mapigan. In those countries the networks are government
uwned, so I presume the netwerks had some say in determining at
what time the announcements would be seen by the public.

Ms. McFargeN. Yes, and that, of course, is a difference here. In
our case I would hope there would be a public/private effort to
assure that information was shown during prime time, but it would
no doubt be much more expensive in this country than it would be
in a situation like that of England.
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Mr. MabIGAN. Do you know what years, for example, with regard
to France or Australia, what years these video presentations began
to be displayed publicly?

Ms. McFARREN. I believe I have that data but I do not have it
with me, and I can get it for you.

Mr. MapiGAN. You use numbers. You said there are 2,000 cases
of AIDS in France.

Ms. McFARREN. Almost 2,000.

Mr. MApIGAN. And 41,000 in the USA.

Ms. MCFARREN. Yes.

Mr. MapiGAN. The inference in your remarks would suggest that
you believe the difference between the levels of infections in the
two countries has been the educational programs. Is that the infer-
ence that you wanted me to draw?

Ms. McFaRReN. No, sir, it was not. My concern is that we know
we have many, many people who have already been diagnosed with
AIDS, and we are aware that there are many people who are il.-
fected in this country, and in order to avoid further transmission,
it is imperative that we start a major education campaign.

When many of the people who are now ill were infected, we did
not even know enough about the disease to tell people what they
might do to prevent transmission.

Mr. MabiGAN. From your work and interest in this issue, do you
think these numbers for these other countries accurately reflect
the situation in those countries presently?

Ms. McFARREN. My understanding is—and this is verbal and I
don’t have documentation on it- that the data basis for the coun-
tries I mentioned, with the possible exception of Uganda, are fairly
accurate. When we get to the emerging Nations, we have a differ-
ent problem, but generally health data in the other countries that I
mentioned is fair’lly accurate. Another problem may be Brazil.

Mr. MapicaN. Thank you very much.

Mr. WaxmaN. Thank you, Mr. Madigan.

Mr. Wyden, questions? Mr. Dannemeyer, any questions?

Mr. DANNEMEYER. Tell me, ! is. McFarren, does any of the morey
that finances the work of you: foundation come from the Federal
Gov~rnment?

Ms. McFARREN. No, sir, it does not.

Mr. DANNEMEYER. And how long have you been in business?

Ms. MCFARREN. Three years.

Mr. DANNEMEYER. | was interested in the films you showed, and
I have a comment with respect to two points. At one point, one of
the film narrators made the statement that the only means of
transferring the virus is by sex or drugs. Are you aware that of the
41,000-plus AIDS cases in this country, CDC has categorized be-
tween 3 and 4 percent as unknown as to source?

Ms. MCFARREN. Yes, I am.

Mr. DANNEMEYER. Your film doesn’t say that, does it?

Ms. McFARReN. Sir, I am aware that we don’t know all the
sources of transmission. I believe that in some cases when the his-
tories were taken, people were ill and were 1.nable to give appropri-
ate information. However, these particular films are an indication
of what another country elected to do. I am not suglgesting that we
should use these films as they are in this country. I am suggesting
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to you that these are models from which we could draw to develop
our own education prugram so that we could address this very seri-
ous problem.

Mr. DaANNEMEYER. There was a statement in one of the films
with respect to the use of condoms. Did the film say the failu
rate for condoms with anal intercourse?

Ms. McFaRrreN. No, it did not.

Mr. DaANNEMEYER. Do you know what that is?

Ms. McFARrrzN. ’'m not sure that we have any good data on that.

Mr. DaNNEMEYER. Would you believe that the estimate of 30 to
40 percent of failure with the use of condoms for anal intercourse
is accurate?

Ms. McFARREN. That would certainly be much higher than the
pregnancy rate with using condoms, and that is the only, I think,
relatively accurate data we have in terms of condom usage in this
country.

Mr. DANNEMEYER. The tilm also mentioned in the use of con-
doms—well, it didn’t mention anything about the t-:.ure rate of
condoms for vaginal intercourse, did it?

Ms. McFARReN. No, it did not.

Mr. DanneMEYER. Do you know what that failure rate is?

Ms. McFARRreN. Yes. That is about 12 to 15 percent use efticacy
rate, which indicates not only those people—that takes a data of
100 couples having sexual intercourse for a year, and about 12 to
15 of them would become pregnant. A number of those would
become pregnant because they did not use condoms rather than be-
cause of the failure of the condom.

Mr. DaNNEMEYER. I only mention this point to point out that if
our message to the American people is that we can avoid getting
AIDS by use of a condom, we are deceiving ourselves and the
people of the country. There is no such thing as safe sex. There
may be safer sex——

Ms. McFaARrgreN. I would agree with you on that.

Mr. DANNEMEYER [continuing]. But it is kind of like taking a
pistol with one bullet in it when you use a condom and have inter-
course with a person with a fatal disease. You might make it five
times, but you might hit the unlucky time once. I think if we want
to be fair with the people of our country, we should be t<lling them
that. Don’t you agree?

Ms. McFaARgeN. I certainly agree that condoms offer safer sex
rather than safe sex. I would, however, prefer to have someone use
condoms rather than nothing. The gun that you mentioned has oune
bullet in it if someone is ucing condoms. It would have six bullets
in it if they were using nothing.

Mr. DANNEMEYER. Zour foundation is in business for the purpose
of education; correct?

Ms. Mc¥aRrgreN. That is true.

Mr. DanNEMEYER. May I suggest there is another agenda this
Nation can pursue in order to control the epidemic, and it relates
to the pursuit of normal, routine, customary responses that our
public health authorities have pursued traditionally to control com-
munic~b' disease, such as reportability, and since we haven’t been
reporting those with the virus, now we are talking about testing
certain samples of our population. I would suggest those topics for
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consideration by your board of directors as something we should be
doing and hope you will find your way clear to su pport them.

Thank you.

Mr. WaxmaN. Thank you, Mr. Dannemeyer.

Mr. Sikorski. Mr. Bliley.

Mr. Buiey. Thank you, Mr. Chairman.

Ms. McFarren, y ur Council and your statement has called for $1
billion for education by 1991. Is that $1 billion a year or is that the
tota! to be spent between now and 1991 would be $1 billion?

Ms. McFARREN. Our goal and the recommendation of the Nation-
al Acodemy of Sciences is that funds be increased in education tc
parallel the increase in research so that there would be, under
their recommendation, $1 billion spent in research by 1991 annual-
ly and $1 billion spent in education by 1991 on an annual basis.

Mr. BLiLEY. I am sure that you and your Council are aware of
the budgetary constraints that we find ourselves, and it doesn’t
appear that we are going to get out of them anytime soon.

Ms. McFARREN. Yes, sir, I am.

Mr. BLiLey. Has your Council ever considered perhaps a tax on
condoms to pay for it? After all. somebody has got to pay for it.

Ms. McFakreN. Frankly, we have not. The concept has a kind of
nice ring to it. On the other hand, because we are talking about
death, I would prefer that we perhaps tax something else and give
away condoms so people will use them.

Mr. BuiLey. Well, perhaps if there is something else that is going
to be taxed, they may not feei the same way as you do.

Ms. McFARREN. I am sure that we might disagree on that.

Mr. BLiLey. In my experience in government, most people would
like somebody else to bear that burden.

Ms. McFARREN. I understand that. I am just concerned about the
public health implications on this one.

Mr. BLiLey. Tha' % you, Ms. McFarren.

Thank you, Mr. Crairm 1.

Mr. WaxmaN. Mr. Coats.

Mr. Coats. Thank you, Mr. Chairman.

Welcome to a fellow Hoosier.

Ms. McFARREN. Thank you.

Mr. Coars. I appreciate vour efforts in this regard. i am wonder-
ing if you would comment more or the filin clips that we saw.
Those appeared to be directed to the adult population. Would you
suggest that we might fashion a different message for different age
groups? Is this something that you have considered. and if so, what
would that different message be?

Ms. McFARREN. Yes. I think that we do need to seriously think
about what messages are appropriate for what age groups and for
what nopulations. However, we should have a broad program that
aiscusses education that is acceptable and done on nat*ional televi-
sion and through national media and with sitcoms and every other
way that we can. Then with specific groups, we would provide spe-
cific education that would be more detailed and at a levei of under-
standing that would be appropriate for that group.

Clearly, people 1n young grades need basic information and, more
important, I thi , a feeling of self worth so that they can make
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their own independent decisions and feel strong as they grow up.
As they get older, they need more specific information.

There are now some very excellent education programs out that
make recommendations, K through 12, for AIDS education. I would .
be glad to provide some of those for you if you would like.

Mr. Coarts. Do any of these countries that are engaged in the na-
tional program have different spots for different age groups? Are
you just showing us an example of what is shown on national tele-
vision?

Ms. MCFARREN. Those are national television films with the ex-
ception of the last one, and there are other vehicles and education-
al materials for age groups and for specific populations in most of
those countries.

Mr. CoaTs. Who has done the best job of all? What country do
you look to in terms of educating and infoiming its citizens?

Ms. McFARREN. Certainly Great Britain’s program has had all of
the components that we think are so important, from the major tel-
evision programs to education, educational efforts on TV, mailings
to people’s homes, and segmented education programs. So they de-
signed a nationwide program, and I think that is very successful. I
think we zare still evaluating all of the programs, and each one of
us can improve on the last person’s and last country’s efforts.

Mr. Coans. Thank you.

Thank you, Mr. Chairman.

Mr. Waxman. Thank you.

Mr. Fields.

Mr. FieLps. I really just have one question. I recently sent out a
general newsletter, one of what are called Postal Patrons to my
constituents, on the subject of AIDS which contained general infor-
mation. I represent what would be termed a Bible Belt district in
the South, in Texas. I was pleasantly surprised at the response I
got. The people were grateful that I had sent out that particular
type of information as a public service.

So my question is: Are there other things that you might suggest
that we as concerned members of Congress might be able to do to
help in that educational effort?

Ms. McFARReN. I certainly think that information that is sent
out as part of your communication with your constituency is very
helpful. Some members of Congress have sent out the Surgeon Gen-
?rgl’s report to all members of their area, and that has been help-
ul,

I think what we are going to have to realize and one of the di-
lemmas we face on this is this has to be an ongoirg process. First .
of all, people forget. we need reinforcement, there is new informa
tion coming out. People hear things differently at different times in
their lives. If they are not involved in a relationship and they don’t
care much about AIDS and they start to move into a relationship, .
they need more information.

So we must think in terms of a long-term program with ongoiry
information to assure that all of our citizens have the information
th:at they need. All of those kinds of efforts are useful.

Mr. FieLps. What is the best clearinghouse for that inforn.ation?

Is it the Surgeon General’s Office?
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Ms. McFARREN. At this point the Surgeon General certainly has
some excellent information. The National AIDS Network also has
information cn materials that are available around the country,
and I believe, although I am sorry to say I do not believe it is yet
funded, that eventually the Centers for Disease Control will have a
major clearinghouse. It was originally my understanding that that
was to be funded this year. I have not heard that the contract has
yet been approved.

Mr. FieLps. Do you know, or perhaps the chairman may know,
does the Surgeon General plan to update cr amend his report?

Ms. McFARREN. I am not aware that he is going to update it, but
I haven'’t checked lately, either.

Mr. FieLps. Do you know, Mr. Chairman?

Mr. WaxMaN. I am not aware of the Surgeon General making
any changes or updating it, but I think the Public Health Service is
working on keeping it up to date.

Mr. FieLps. Thank you very much.

I yield back.

Mr. WAxMAN. Thank you very much for your testimony to us
and sharing the film clips with us and talking ahout the educatior-
al efforts. We appreciate you being with us.

Ms. McFARREN. Thank you, Mr. Chairman.

Mr. WaxMAN. Our next witness is well known to everyone, not
just to everyone here but maybe everyone in the world. Ms. Eliza-
beth Taylor has taken the opportunity of using her tremendous
popularity and renown to turn America’s attention to the problems
of AIDS. She and the organization she chairs have begun a private
offort to creaie a compassion and urgency in our response to the
epidemic.

I want to welcome you here today and commend you for your
leadership and tell you how pleased we are tc hear from you at
this hearing this afternoon.

STATEMENT OF ELIZABETH TAYLOR, NATIONAL CHAIRMAN,
AMERICAN FOUNDATION FOR AIDS RESEARCH

Ms. TayLor. Thank you. It iz very nice to be here. Thank you for
the introduction.

I am Elizabeth Taylor, the National Chairman of AMFAR. We
started about 2 years agu, and I am very pleas~d to say that we
have already given away in 50,000 grants approximately $3% mil-
lion, anc we are very proud of that for a young foundation.

Chairman Waxman, Mr. Madigan, I am very honored to be here
and thank you.

Let me begin by expressing my heartfelt gratitude and admira-
tion for the Congress’ success at increasing the levels of AIDS
spending. Your remarkable achievements have not gone unnoticed.

I am here today to discuss the AIDS crisis. I emphasize the word
“crisis.” We must keep in mind the fact that AIDS is a crisis, an
overwhelming crisis that grows with each new day, one that threat-
ens hundreds of millions of people wurldwide, a crisis that is meas-
ured rot only in human lives, tragic sufferiag and untold economic
costs, but also one that tests our capacity for reason anc compas-
sion.
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Our most wished-for hope to stcpping AIDS is obviously a cure
and a vaccine. This requires an intensive, expeditious, well-funded,
well-coordinated research effort. The battle to continue increascd
funding will obviously be difficult. I beg you to persevere in provid- .
ing the funds te find the answers that are so desperately needed. 1.

| the answers are not found quickly, all budgets wiil be totally over-
j whelmed.

We must always keep in mind that we are facing an emergency. .
Federa) research programs must not be only funded; they must be
guarded against bureaucratic delays.

Scientists at the CDC and NIH have expressed their opinion that
they must also pursue long-range plans that don’t necessarily fit
into the year-to-year plans. We have been told that even when re-
search projects are improved, oftentimes the researchers cannot get
staff or laboratory facilities. “For want of a nail, the war was lost.“
Don't let it be that for want of a lab, the countless human lives are
lost.

In the absence of a cure or a vaccine, we have only one weapon
to combat the spread of AIDS. That weapon is education. In Brit-
ain, population 55 million, 750 cases of AIDS have been reperted.
Government-sponsored AIDS education campaigns have totalled
$30 million. In the United States, population 234 million, 41,700
cases of AIDS have been reported. No public information or media
campaigns have been initiated. One million dollars has been appro-
priated to develop a national advertising campaign. In excess of $20
million is awaiting congressional action to support a mailing and
education program for AIDS information to all households in
America.

AIDS education must be forthright and understandable. We n. ast
be explicit without being vulgar, yet we must use words that every-
one will understand instead of euphemisms that are vague and un-
clear, and we must not spread fear o~ panic in our education.

We must separate the facts of 2IDS education from the lessons
of morality. We are not talking about a venereal disease for which
one can take a pill or a shot; we are talking about life and death.
The prevention of effective AIDS education due to claims of immo-
rality may lead to the deaths of many Americans to wk.om morali-
ty was emphasized over reality.

There are many things that must occur in order to put an end to
this epidemic that is just killing so many people. There are also
some things that must not occur. There is no place in the fight
against AIDS for business-as-usual complacency or politics. It has
notliing to do with Democrats and Republicans. .

As election year approaches, AIDS is already becoming a politi-
cal issue. There are those who say that those of us who want to
educate and guarar‘ee research to save lives are a special interest
group. Those who are sick are being blamed for being sick. We are .
see growing numbers of examples of the most cruel and senseless
mistreatment of people with AIDS.

}?’e are at war with a virus; we must rot be at war with each
other.

I thank you for your hard work, and I urge you to continue to
fight for the day when AIDS will be othing but a painful memory.
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Mr. WaxmaN. Thank you very much, Ms. Taylor, for that excel-
‘ent statement. Obviously, your organization has been trying to get
the research funds to develop a cure or a vaccine, but what we now
have as a way of stopping the spread of this disease is education
and only education. Unless people know the information about how
AIDS is spread and how it is not spread can they take the actioas
that will be necessary to protect themselves and not take actions
that are based on irrational fears, which will be doing an injustice
not just to them but to everyone involved.

Ms. TayLor. Exactly.

Mr. WaxMaN. What do you believe would be the most effcctive
way of reaching American audiences with AIDS education?

Ms. TAvLor. I think the media can and has been very helpful,
but I think they are also very misguided. Sometimes I am watching
the news and I go through the ceiling. You hear facts that aren’t
substantiated, and I suppose they get their inf.rmation from the
CDC, but the information seems to change daily. The facts seem to
change daily. We seem to be spreading panic and fear more than
education, more than ways of preventing the spreading of disease.

We do know that it is through sex, blood, drugs that it is spread,
but we must learn the practical ways of avoiding that. It is all fine
and well to say abstain from sex, but thst is not a practical answer.
I don’t think everyone in America that isn’t married is all of a
sudden going to stop having sex. I think that is a totally unrealistic
approach.

It is a catastrophe that condoms aren’t 100 percent foolproof, but
they do help. It does lessen the chance, but scme people still be-
lieve that AIDS is a homosexual disease and that only homosexuals
should worry about it, that it is in their court. That is totally
untrue. It started out a heterosexual disease in Africa from eating
the green monkey. If you really want to get down to it, everybody
who isn’t a vegetarian should be rounded up, I mean if you really
want to get silly about it.

It is a disease now that belongs to everyone, and it picks at
random. The only way of slowing it down is through education. I
don’t believe myself in education in schools. I think it should be at
home through parents. But I think this is a case where, because
parents themselves know so little about it, it is going to have to be
taught in schools in a way that doesn’t spread fear and discrimina-
€ion.

Mr. WaxMaN. In other words, we have to be ho.iest about what
we know, what we don’t know, but what we do know is a great deal
about this disease, and we have to be honest with people about how
the disease is spread and ways to lessen the risk.

I was troubied by some of those ads that I saw where they acted
as if condoms were a sure answer to stop the spread of 4IDS.

Ms. TAYLOR. And unfortunately, it is not.

Mr. WAxmAN. It is a way to lessen the risk. It is a way to protect
oneself if they are going to undertake this risk. I noted that the
educational efforts of your organization have pointed that out over
and over again, giving the information that we know to be factual
based on what the scientists have told us, not what people want to
fear or what they want to conjecture, but what information we
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have in being honest with people and trying to give some leader-
ship to try to stop this epidemic.

Ms. Tayror. It is the behavior of tomorrow that is going to have
to change, and I hope the behavior of today. I hope people start re-
acting with compassion toward the people that have AIDS and
start acting like human beings towards their human mankind and
not show what is happening now, man’s inhumanity to man.

Mr. WaxMmaN. I want to recognize other members of the subcom-
mittee for questions they might have of you.

Mr. Madigan.

Mr. MapiGaN. At the outset, Ms. Taylor, let me assure you that
to everybody over the age of 40, you are quite attractive with your
glasses on.

And I am going to leave mine on because I quickly want to read
you some numbers. In 1981 the total expenditures by the Federal
Government on AIDS-related programs was $200,000, and in 1988 it
ix proposed to be $790 million. So in response to the initial part of
your statement as to whether or not the Congress is going to be
responsive to providing sufficient money for this, I think those
nunibers should alleviate any concern that you have.

This is a bipartisan effort. No Republican and no Democrat has
spoken against this increase, and Republicans and Democrats have
cooperated in making those increases possible. If the Centers for
Disease Control and Dr. Koop and others want to come in and show
us other ways that we can effectively sz« nd more money, I am sure
this subcommittee and the comrittee ot which it is a part will be
as responsive to those requests as we have been to all of the other
requests that have been made since 1981.

But as you point out, as that money is being spent on various
kinds of research, including research in search of a vaccine, the ef-
fective thing that can be done by American society is to deal with
the education part of this effort. In your remarks you have suggest-
ed that the education effort needs to be forthright and explicit, and
it is in that regard that I would like to ask you if you would be
willing to be a principal in that education effort that you describe
as necessarily being forthright and explicit.

Ms. TayLor. Yes, I certainly would, and I have tried to be in the
past.

Mr. MaDIGAN. Would you be willing to make television commer-
cials that say, for example, there are 41,000 people on the streets of
America who could kill you through sex; you better be careful?
Would you be willing to do that?

Ms. TavLor. Yes, I wou’J certainly do that. I have done PSA’s in
the past, and I have every intention of continuing to do them. I
will say anything I have to that will heip AIDS.

Mr. Mabican. All right. Would you be willing to join with wor.
Waxman, myself and others in beating up on some of these net-
work people so that those announcements will be seen by the
public in large numbers?

Ms. TAyYLOR. I would be more than happy to.

Mr. MabiGaN. Do you think you could enlist the assistance some
ogfyog’r colleagues in the Hollywood establishment in that kind of
effort?
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Ms. TAYLOR. People in show business really are quite extraordi-
nary. I don’t cons’ler myself in show business, I have been out of it
so long. I am talking about the people that are working. We al-
ready have 38 PSA’s, not just for AMFAR, not asking for money,
but informative PSA’s, and we have 38 superstars that have volun-
teered and done them. So I think the entertainment world has
shown more than willingness; they have done something about it.
They have given cf their time and their energies and they are con-
tinuing to do so, and they can be counted on for their continued
support.

Mr. MapiGaN. I anpreciate very much what you and others have
been doing and what I know you will continue to do. We may be
calling on you to say some chosen things about some of the net-
work producers, or not producers but whoever these people are
that own these things. Thank you.

Ms. TAYLOR. I'm here.

Mr. WaxmaN. Thank you, Mr. Madigan.

Mr. Wyden.

Mr. WypEN. Thank you very much, Mr. Chairman.

Ms. Taylor, I to want to commend you for a superb job. My col-
league asked for your help with the entertainment industry and
the networks in particular. I would like to ask for your help with
the Executive Branch of the Governm._nt of the United States.

Ms. TAYLOR. I have heen trying. I was here a couple of years ago,
and I must say the increase ,n the money has impressed me enor-
mously since I was first here. It is wonderfu’.

Mr. WypEN. There is one thing in particular that I think you
could help us with tremendously. I noted that at the bottom of
page 2 of your testimuny, you said that $20 million is awaiting con-
gressional action to support a mailing and education program of
AIDS information to all housebolds in this country. This spring
Congress appropriated $30 million for an AIDS education mailing
to all the American households for this fiscal year.

Ms. TayLoR. That is such an important way of getting the mes-
sage across to the American household. It starts with the parents.
The parents can teach the children. It has worked in Britain. I will
do anything I can to help you get that money. I will ring doorbells.

Mr. WypeN. Well, I think perhaps one telephone call will do.

Ms. TAYLOR. That easy?

Mr. WypeN. In fact, ringing the doorbell at 1600 Pennsylvania
might help.

Ms. TAYLOR. Oh, I krow that address.

Mr. WyDEN. I just want to commend you for a superb job, and if
there is any way we could {ree up that money in the Executive
Branch it would be wonderful.

Ms. TavLor. Would that be the place to call?

Mr. WypEeN. That wouild be just gr-at.

Mr. WypeN. I want to emphasize what my colleague from Illinois
said shout pursuing this on a bipartisan basis. The fact is that
there seens to be some kind of bottleneck in the Executive Branch
given that this money was appropriated for fiscal year 1987, and
our subcommittee counsel has learned that it is not going to be
spent in fiscal year 1987. In particular if there were efforts to make
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the moneﬁogccessible, that money, I think that it would be a tre-
mendous boost to the educational effort.

Ms. Tavror. It certainly would. I will try.

Mr. WypeN. Thank you, Mr. Chairman.

Mr. Waxman. Mr. Dannemeyer.

Mr. DANNEMEYER. Thank you, Mr. Chairman.

Ms. Taylor, I want to express my thanks to you in the work that
you are doing with the American Foundation for AIDS Research,
in the compassion you are exhibiting and the success I think you
are having in focusing on what may be some solutions to this prob-
lem in the country.

I would like to ask you a little bit about the American Founda-
tion for AIDS Research. Is a man by the name of Melwyn Silver-
man working for it?

Ms. TAvLoR. Melwyn Silverman?

Mr. DANNEMEYER. Dr. Silverman?

Ms. TayLor. Dr. Silverman. Merv Silverman.

Mr. DANNEMEYER. Merv Silverman? Yes. Is he working with the
association?

Ms. TAvLor. Yes, he is spokesman.

Mr. DANNEMEYER. What is his capacity with the association?

Ms. TAYLOR. Spokesman.

Mr. DANNEMEYER. Is that a full-time job for him?

Ms. TayLor. No.

Mr. DANNEMEYER. I see. And where does Dr. Silverman office in
the capacity that he has. in California? '

Ms. Tavior. He lives in California, I believe, in San Francisco.
He has another job. He is part-time with us.

Mr. DANNEMEYER. I see. The reason I raised the question is be-
cause in this era in which we live, which is new to all of us,
namely, faced with an epidemic, it is important that we have lead-
ership in Cungress, in the public health world and in work that you
are doing that reflects the sense of treating this epidemic as a
public health issue rather than a civil rights issue.

The reason I draw reference to Dr. Silverman is for you to take
up with the board of directors of your associativn Dr. Silverman’s
status with your %roup. The reason I make that statement is that
during a period of approximately from May of 1983 through Octo-
ber of 1984, Dr. Silverman was scrving as a health officer for the
City and County of San Francisco. In May of 1983, in June of 1983,
in March of 1983 and then ag~in in March of that year, he was
asked by the political leadership of that city to shut down the bath-
houses of San Francisco as a means of controlling the transmissi-
bility of this fatal virus, and he refused. He declined to do it.

He was literally begged by the political leadership of that city to
perform that act, which was within his jurisdiction as the chief
health officer of the City and County of San Francisco. He finally
made that decision in October of 1984 and resigned 2 months later
because obviously there was some talk that he was on the verge of
being terminated.

I mention this because, as I said at the beginning of my com-
n}x;_ants, we are going to be successful in this battle if the leader-
ship——

Mis. Tavior. If I may interject?
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Mr. DANNEMEYER. Go ahead, Ms. Taylor.

Ms. TayLoR. That was before Dr. Silverman had anything to do
with AMFAR, and the dates whick you talk about, one knew so
much less about the disease and how it was spread. What Dr. Sil-
verman did then is entirely his own business.

How he behaves as a member of our Foundation is my business,
and the board’s business. He certainly has never given any indica-
tion that he would approve of those measures today.

Mr. DANNEMEYER. Well, I mention it because——

Ms. TayLoR. I think he realizes that the way the disease is heing
spread that those particular things are not really a good idea.

Mr. DANNEMEYER. | mention it today because I probably won’t
have an opportunity of visiting with you again during our life-
times.

Ms. TAYLOR. Oh, I don’t know.

Mr. DANNEMEYER. It’s not that I don’t want to, but—you know.
You have things to do and I have things to do.

Dr. Silverman is not only associated with your corporation, but
he is also a spokesman for the California Medical Association. I
think it is a mistake a judgment for we Californians—if I may
speak this way—to have a person of the philosophical persuasion of
Dr. Silverman in a sensitive position of attempting to lead——

Ms. Tavior. But I don’t believe Dr. Silverman believes that
today. He has never expressed that opinion to AMFAR.

Mr. DANNEMEYER. | only wish that were so. Ms. Taylor, I only
wish that were so. It has been nice to visit with you.

Mr. WaxmaN. The Chair will take this prerogative to——

Ms. TAYLOR. I think you are condemning a man for something—I
mean, people do change their inind. Dr. Silverman shows no indica-
tion that he thinks bathhouses should be open toda_’.

Mr. WaxMmaN. The Chair will address this point. I didn’t do the
research because I didn’t think Dr. Silverman was the topic for
today’s hearing. But, as I recall the events, and I didn’t have a
chance to check them, but I think as I recall reading the newspa-
per that Dr. Silverman took the exact opposite position that is
being attributed to him.

Furthermore, I do know that he is not a spokesman for the Cali-
fornia Medical Association, although I think he shares the same
opinion that they have given, that has been the same opinion that
Dr. Koop has expressed, and Secretary Bowen has expressed, with
which Mr. Dannemeyer disagrees.

I think what Mr. Dannemeyer is probably offended about is that
Mr. Sil erman doesn’t agree with him on a lot of these issues. But
I would think we all ought to check that information carefully, and
hear from him——

Ms. TavLor. I wish you would, because——

Mr. Waxman. I don’t think it is fair to attack a man’s character
without having given him an opportunity to be heard.

Mr. DANNEMEYER. Mr. Chairman, you misunderstood my re-
marks. I didn’t talk about the character of Dr. Silverman. I alked
about his judgment in performance of a role as the chief heaith of-
ficer for the County of San Francisco. That’s the only matter to
which I speak.
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I viny mention it because I question whether or not a person who
has exhibited that judginent in the past should be associated with
an organization that, ostensibly, is designed to reduce the incidence
of this disease among the American people.

Ms. TavLor. I would like to know whether—excuse me—whether
your facts are correct or not, because it is a reflection on the Fon-
dation. I do know that Dr. Silverman does not believe in ! :at
today. And that’s all I can speak of, as the Chairman of the Foun-
dation, of which he is spokesman.

I don’t like to see his character maligned.

Mr. MADIGAN. Would the gentleman yieid?

Mr. Waxman. The Chair yields to Mr. Madigan.

Mr. MapiGan. I would just chserve, Ms. Taylor, that you hung in
there very well. Thank you.

Mr. WaxMaN. I think if you are going to question a man’s judg-
ment, he ought to give his rationale for his judgment; and also to
know what his judgment was before we condemn him.

Mr. Sikorski.

Mr. Sikorsk1. No more questions, Mr. Chairman. Thank you.

Mr. WaxMan. Mr. Whittaker. Mr. Bliley.

Mr. BLiLey. No questions, Mr. Chairman.

Mr. Waxman. Mr. Coats.

Mr. Coats. Just one question, Mr. Chairman, and one statement
to make. My colleague, Mr. Madigan, asked Ms. Taylor if she
wonld participate in a program which would send a message that
there are potentially 41,000——

Ms. TaYLOR. Seven hundred.

Mr. Coats. Forty-one thousand people who currently have AIDS
and that, if you had sex with them, it could kill you. That particu-
lar message. I think it is important, and I know Congressman Mad-
igan knows this, but I thinﬁoit is important that everyone under-
stand that the estimates are that, for every person currently infect-
ed with AIDS, there are 100 people carrying the AIDS virus who
don’t know it.

Ms. TAYLOR. Exactly.

M:i CoATs. So we are talking about 4 million people, not 41,000
people.

Ms. TavLor. All the people that have ARC and are carriers, and
don’t know it. The women, particularly there is a very high per-
centage of women carriers with ARC, that have no idea they are
carrying ARC, because they are not looking for the symptoms.

W1 - reas a man may be more on the lool sut for such things as
swollen lymph glands, and various other things. It may not occur
as readily to a female. I believe, in New York City, last week they
tested at random in a hospital 5 percent of the pregnant women
that had come to the hospital for treatment, and 5 percent of those
women tested that were pregnant had AIDS.

They couldn’t inform the women, because they had not been told
they would be tested. That’s an amazing percentage, just from one
hospital.

Mr. Coars. I think it is important to publicize the potential scope
of this epidemic and the crisis that we are facing. The word you
used was crisis, and I believe it is crisis, and we should act accord-

ingly.

o~
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You have had chil ren of your own, and many of the members
on this panel heve teenagers. What message sh.1ld we be sending
to our teens today about thi. ..sease, this virus that kills, and what
steps they should take to avoid iv?

g What would you tell your—I don’. know the ages of your chil-
ren.

Ms. TayLox. Mine are all grown now, but I have grandchildren
who are growing up. I think \he mores, the morality today simply
have to change. If it means taking a complete swing, as it usually
does, from + permissive age to a more Victorian ‘titude. This is
with a reason, not just a fashion.

It is a life reason. People are going to bave t~ change their ways.
I think things like singles bars, massage parlors, are going to have
to be a thing of the past. Careful sex: you cannot say to teenagers,
people in their 20’s, 30’s, 40’s, 50’s, that sex is completely out of the
question.

That is unrealistic. There have got to be ways of careful sex. We
have to be more inventive, I guess, and have more fun in finding
them.

Mr. Coarts. Don’'t we run the risk of not giving them the full
truth, if we talk n terms of safe sex, or careful sex?

Ms. TavLor. I think we have to tell them the complete truth.

Mr. Coarts. The complete truth is that any relationship carries
the potential— -

Ms. TayLor. If you are talking about intercourse, yes.

Mr. Coars. Carries the potential of receiving the virus.

Ms. TAYLOR. Yes.

Mr. Coats. I am disturbed sometimes with the message that says,
all you have to do is have one partner. Just make sure you don’t
have uluple partners. * am not sure I want to leave that message
with my teenager daughtcr, because that one person may be carry-
ing the virus

Ms. Tavior. Exactly. I am a single woman, and I think before
embarking on a new relationship I would have the AIDS test
myself. If I were serious about someone, in love with someone, I
would ask that they have the AIDS test before I embark on an inti-
mate relationship.

Mr. Coars. The re: .on is because the consequence is death. No
cure.

Ms. TAYLOR. Theze sure isn't.

Mr. CoaTs. It is not a matter of going to the doctor and getting a
shot of penicillin. It’s death.

_Ms. TavLor. Unfortunately, at the moment, there is no remis-
sion.

Mr. Coats. Thank you. Thank you, Mr. Cnairman.

Mr. WaxmaN. Thank you, Mr. Coats. Ms. Taylor, we bave sent
ou to talk to the President. We have asked you to speak to .he
eads of the networks. Usually witnesses tell us what o do, and we

are telling you what to do.

I think the important thing iz thiat we need to work together,
~:1d your message to us is that we are the elected offic.ais. The gov-
ernment people ought to be showing the leadership. I think, in
showing leade 'ship, w~ can follow your example.

Thank you very much for being with us.

h 1 "I_"‘
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Ms. TayrLor. Thank you. Thank you very much.

Mr. WaxmAN. For our next witnesses, I would like to call for-
ward Mr. Michael Zimmerman, Senior Associate Director, Human
Resources Division, General Accounting Office, Washington, DC,,
accompanied by Cynthia Bascetta; Dr. Lawrence Miike, Senior As-
sociate, Office of Technology Assessment.

We are pleased to welcome you to our hearing this afternoon.
Your prepared statements we are going to make part of the record
in 1ull, but we are going to ask you to summarize or give your -es-
entation orallv in no more than 5 minutes.

We will hase to be quite strict about the 5 minute rule. We are
running late, and we want to give everybody the opportunity to be
heard.

Mr. Zimmerman, let’s start with you.

STATEMENTS OF MICHAEL ZIMMERMAN, SFNIOR ASSOCIATE DI-
RECTOR, HUMAN RESOURCES DIVISION, GENERAL ACCOUNT-
ING OFFICE, ACCOMP/NIED BY CYNTHIA BASCETTA; AND LAW-
RENCE MI(KE, SENIOR ASSOCIATE-HEALTH PROGRAMS,
OFFICE OF TECHNOLOGY ASSESSMENT

Mr. ZIMMERMAN. Thank you, Mr. Chairman.

I am pleased to be here today to discuss the report we issued last
month, presenting the views of experts on the adequacy of the ad-
ministration’s proposed fiscal year 1988 budget for AIDS preven-
tion activities. I wil! focus my comments today on their views, on
funding education efforts to combat AIDS.

Since development of a vaccine is at least 5 years away, and
probably longer, Federal, State and local health department offi-
cials and experts in the ressarch community agree that education
and prevention activities are the most powe.ful tools available to
reduce the potential impact of the AIDS epidemic.

Overall, the experts we interviewed concurr2d with the priorities
reflected in the administration’s budget, which are: limiting the
spread of AIDS among IV drug users: targciing education at high-
risk groups and at the general population; and expanding volun-
tary counseling and testing.

The experts did not, however, agree with the proposed funding
levels, and, as I will discuss, suggested that the administration’s
budget be substantially increased. I should ad. that the experts
made their funding suggestions without regard to competing heal.h
priorities or Federal budgetary constraints.

The experts cited the sharing of contaminated needles by IV
drug users as a d.angerous and alarming problem because it repre-
sents the primary means for spreading the AIDS virus among the
heterosexual population. Nationwide, 60 percent of heteiusexual
cases, and 73 percent of cases in newborns, ‘were transmitted as a
result of IV drug use.

The experts * [ eve that educating IV drug users about AIDS has
increased de:..and for methadone treatment, and th-t treatment
can reduce the spread of AIDS by reducing -..e nurn. .r of addicts
who inject “:roin. Public health officials in New York suggested an
additional $ov to $150 million to expand methadone treatment in
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New York City, where about one third of the Nation's IV drug
users live.

Many barriers preclude expansion of drug treatment programs,
and rapid expansion ~ver the next few years will be expensive. In
the interim, less costiy but also controversial methods of reducing
the spread of AIDS—such as teaching drug users how to disinfect
needles—can be implemented.

The experts also told us that AIDS education of the high risk
groups and the general population should be pursued with a sense
of urgency, and a level of funding that is appropriate for a life-or-
death situation. Moreover, to limit the spread of AIDS infection,
education must start or be expanded immediately in all geographic
areas, including those where there are still a few cases.

According to the experts, the admiaistration’s budget request of
$155 million does not provide sufficient funding for education of
the general public and targeted groups. Some experts suggested
that at least $100 million, in contrast to the $29 million in the ad-
ministration’s budget request, is needed to launch a massive public
education campaign on how A1DS is spread.

They suggested using paid commercial advertising, instead of re-
lying on public service announcements, which are generally not
aired during prime viewing hours. I might add that AMA officials
suggested increasing funding for AID® education by at least $65
million more than the hudget request.

Many experts expect the Federal Government t. ‘'nderwrite a
major portion of funding for AIDS educational efforts. W~ believe,
liowever, that private sector organizations, such as health and life
insurance companies, have strong financial incentives to become
involved ir AIDS educational efforts, because they will also incur
large expenses in the next few years if the AIDS epidemic goes un-
checked.

I understand the hearings yesterdey focused on testing and coun-
seling. Let me add that the experts advised us that intensive educa-
tional campaigns may increase demand for testing in both high-
ani low-risk populations. The experts we contacted at CDC and
IOM were unable to predict, however, the potential demand for
testing. Thus, precise budgetary estimates are difficult to make.

Turning briefly to the cost of treating AIDS: despite widespread
concerns about the financial repercussions of AIDS, data on costs
of medical care, which may total $38 billion by 1991, are surpris-
ingly scarce.

A review of cost studies done between 1985 and 1987 shows that
meaningful cost comparisons are difficult to make because the
studies varied in their definitions of AIDS, the types of costs in-
cluded, the time periods analyzed, and the geographic areas. Fisti-
mates of individual lifetime hospital costs varied from $24,500 to
$147,000, largely due to differences in lengths of hospital stays for
AIDS treatment.

In summary, we believe that investing in education and preven-
tion now can help contain thie future costs of AIDS. In addition, al-
though it is difficult to predict how the costs of treating AIDS may
change over time, there is evidence that the cists per case can be
minimized by delivering care outside of the hcspital setting.

This concludes ry statement.
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[The prepared statement ot Mr. Zimmerman follows:]

STATEMENT oF MICHALL ZIMMERMAN

Mr. Chairman and Members of the Subcommittee:

I am pleased to be here today to discuss issues related to Federal efforts to limit
the spread of Acquired Immunodeficiency Syndrome, commonly known as AIDS. My
comments will primarily relate to the report ! we issued iast month on the adequa-

of the administration’s &:o fiscal year 1988 fur g levels for AIDS preven-
tion activities in the U.S. Public Health Service (PHS). 1 w..i also dise-*ss the cost of
caring for AIDS patients and the possible implications of alternati- .atments on
tho.e costs.

My comments are based on our review of the literature and the views of our 20
experts from the research and health professionu]l communities, advocacy groups,
and State and local health departments in New York, California, Florida, Massachu-
setts, Illinois, and Washington, D.C. While the experts generally concurred with the
prevention e(friorities as reflected in the budget, they told us that additional funds
were needed for education, testing, ar.d counseling services. These views are those of
the individuals we contacied andg not necessarily thrse of their affiliated organiza-
tions.

As of September 1987, over 40,000 AIDS cases had been reported to the Centers
for Disease Control (CDC), up from about 300 in 1981. Most of the cases were clus-
tered in high-incidence areas, such as New York City, San Francisco, Los Angeles,
Miami, and Houston. The Public Health Service predicts that there will be a total of
270,000 cases by 1991. While San Francisco and New York currently account for
over half the cases, by 1991, 80 percent of the cases are predicted to be in other

areas.

The Public Health Service’s budget for AIDS prevention and researca has in-
creased from $200,000 in fiscal year 1981 to over $790 million proposed by the ad-
ministration for fiscal year 1988 Uf this budget, about two-tgir s ($519 million)
would be spent on biomedical research to find a vaccine and cure. The remaining
one-third ($247 million) would be used for prevertion and education activities—$155
million for education ($55 million targeted at IV drug users) and $92 million for
testing and counselinf ($15 million targeted at IV drug users). The budget request
also includes $24 million for maintaining the safety of the blood supply and other
activities.

Since development of a vaccine is at least 5 years away and probably longer, Fed-
eral, State, and local health department officials and experts in the research com-
munitg agree that education and prevention activities are the most powerful tonls
available to reduce the potential impact of the AIDS epidemic.

Overall, the experts we interviewed concurred with the priorities reflected in the
administration’s AIDS prevention budget for fiscal year 1988—Ilimiting the spread of
AIDS amony intravenous drug users, targeting education at high-ri.x groups and at
the general population, and expanding voluntary ccunseling and testing The x-
perts did not, however, agree with the proposed funding levels and, as I wili discuss,
suggested that the administration’s budge. be substantially increased

The experts made their funding suggestions without regard to competing t.ealth
priorities or Federal budgetary constraints. Although GAO did not develop its own
funding recommendations, we offer comments that may reduce the need for Federal
cost increases suggested by the experts.

The experts cited t = sharing of contaminated h[\;ggdermxc needles by intravenous
drug users as a dangerous and alarming problem because it represents the primary
means of spreading the AIDS virus among the heternsexual population. Nationwide,
60 percent of he .¢rosexual cases and 73 percent of cases in newborns were transmit-
ted as a result of intravenous drug use.

Methadone treatment can, the experts believe, reduce the spread of AIDS by re-
ducing the number of addicts who inject heroin. Public health officials in New York
suggested an additional $50 to $150 million to expand methadone treatiment in New
York Citv where about one-third of the Nation’s iV drug users live. Officials in
Boston and San Fiancisco also indicated that thuy neea edditional Federal funds to
expand methadone treatment, but did not cit; a dollar amount.

any sozial, political, and financial barriers preclude expansion of drug treat-
ment programs and other means aimed at intravenous drug users For example,
communities often resist expansion of methadone clinics in .heir neighborhoods

1 AIDS Prevention Views on the Admimstration’s Fiscal Year 1988 Budget Proposals (GAO/
HIPD-87-126BR, August 12, 1987)
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While drug treatment may he the preferred option, rapid expansion over the next
few years will be expensive In the interim, less costly but also controversial meth-
ods of reducing the spread of AIDS that do not involve changing drug users’ basic
behavior, such as teaching drug users how to disinfect needles, can be implemented.

The experts told us that AIDS education for high-risk groups and the general pop-
ulation should be pursued with a sense of urgency and a level of funding that is
appropriate for a life-or-death situation. Moreover, to limit thr spread of AIDS infec-
tion, education must start or be expanded immediately in all geographic areas, in-
cluding those where there are as yet few cases. In particular, because the virus can
be spread through unprotected heterosexual intercourse, the experts believe that
clear and direct messages about safer sexual practices, such as using coridoms, can
help prevent the spread of AIDS in the general public.

According to the experts we contacted, the administration’s budget request of
$155 million does not provide sufficient funding for education of the general public
and targeted groups. Experts from the Institute of Medicine’s (IOM) Committee on a
National Stritegy for AIDS estimated that at least $100 milion—in contrast *o the
$29 million in the budget request—is needed to launch a massive public education
campaign on how AIDS is spread. They suggested that the Centers for Disease Con-
trol use paid commercial advertising 1n prime viewing hours 'nstead of relying on
public service announcements, which are generally not aired .uring prime viewing
hours. American Medical Association (AMA) experts suggested increasing funding
for AIDS education by 3 to 5 times over the fiscal year 1987 spending level--$65 to
$215 million more than the fiscal year 1988 budget request.

Many experts expect the Federal Government to underwrite a major portion <f
funding for educational AIDS efforts. We believe, however, that private sector orga-
nizations, such as insurance companies, have strong financial incentives to become
involved in AIDS educational efforts because they will also have large outlays in the
next few years if the AIDS epidemic goes unchecked. Also, the costs of the mass
media campaign envisioned by the Institute of Mr .icine may be reduced if televi-
sion and racio stations were encouraged to broadcast public service announcements
during prime viewing hours as an alternative to paid advertising. Other relatively
inexpensive measures, such as posting notices on public transportation, would pro-
vide a constant reminder of the th of AIDS.

The experts expressed conrern (. ... individuals requesting testing and counseling
typically had to wait sever:” eeks to be tested. Citing unacceptable waiting periods
at test sites in Chicago, for ...stance, the AMA recommended that testing capacity
be increased by three to five times.

The populations at high risk of contracting AIDS, such as homosexual/bisexual
men, IV drug users, and their sexual partners, number nearly 10 million persons,
according to recent CDC estimates. At an average cost of $45 per person, potential
resources needed if these individuals request testing would approach $450 msllion.
Assuming the States match the administration’s budget of about $90 million, about
$250 million more 1n total funding would be needed to meet this demand.

Experts we contacted at CDC and IOM were unable to predict, however, the po-
tential demand for testing from either high-risk individuals or the general public.
Additional costs also would be incurred for heterosexuals who perceived themselves
to be at risk for whatever reason; persons who received multiple blood transfusions
in high-incidence areas before 1985; and prostitutes. Moreover, intensive educational
campaigns may increase demand for testing in relatively low-risk populations. Pre-
cise budgetary needs are, therefore, difficult to estimate

Investing in prevention now can help contain the future direct medical costs of
treating AIDS A study prepared for vhe Centers for Disease Control projecied that

eating AIDS may cost $8.5 billion in 1991 (or 14 percent of total personal health
expenditures, up from 0.2 percent 1n 1985). Including the indirect costs of losses in
productivity associated with premature death, these researchers predicted the total
social costs of AIDS may reach $64 billion by 1991 2 A more recent estimate of the
total costs of treating AIDS predicted that cumulative medical treatment costs
might reach $38 billion by 1991 3 This study based its projections on recent research
indicating that the future caseload may be greater than the Public Health Service
originally predicted.

2 Scitovsky, Anne and Dorothy Rice “Estimates of the Direct and Indirect Costs of Acquired
Immunodeficiency Syudrome in The United States, 1983, 1986, and 1991, Public Health Re-
ports, Vol 102, No 1, Jan -Feb 1987, pp 5-16

* Pascal, Anthony The Costs of Treating AIDS U. ler Medicaid, 1986-1991 Rand Corporation,
Santa Monica, Cahf May 1987
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These studies probably understate the total costs of treatment becanse they ex-
clude the costs of services received outside the hospital, such as drugs, institutional
or home-based long-term care, hospice care, ambulatory physician and ancillary
services, and community support services In fact, despite widespread cuncern about
the financial repercussions of AIDS on the health care system, data on the costs for
medical care of persons with AIDS are surprisingly scarce. Furthermore, no esti-
mates are available of the costs associated with AIDS-related complex—AIDS-virus
infections that do not meet the CDC definition of AIDS.

Other factors, however, may raise or lower total costs. First, the distribution of
cases of AIDS and AIDS-related complex by diagnosis may change over time. For
example, according to CDC, the proportion of AIDS patients with certain cancers,
such as Kaposi’s sarcoma, may decrease while severe lung infections, such as pneu-
mocystis carinii pneumoma, may increase. Since the latter 1s more expensive to
treat, direct pe -onal medical costs would be expected to rise Other changes in case-
mix m.ay also »..se or lower total treatment costs.

Second, numerous drugs are being tested and are under development. Drugs lke
AZT (azidothymidine) affect treatment costs in two ways—by raising pharmaceuti-
cal costs and by changing the clinical course of the disease. Patients on this drug
may hive longer but 1equire different health care services, which may in turn raise
or lower costs. Moreover, drugs like AZ'[ mey improve the quality of .ife and de-
crease productivity losses if AIDS patients can continue to work longer than wouid
have been possible without the drug. Obviously, development of a cure or vaccine
will change the cost situation

A review of cost studies Jone between 1985 and 1987 shows that the costs per case
of treating AIDS vary significantly.* Meaningful cost comparisons are difficult, how-
ever, because the studies varied in their definitions of AIDS, the types of costs in-
cluded, the time periods analyzed, and the geographic areas The studies were con-
ducted using data from New Ycrk, California, Florida, Massachusetts, Maryland,
Minnesnta, Alabama, and New Mexico.

Estimates of lifetime hospital costs ranged from $2°,500 to $147,000 The variation
is due largely to differences in lengths of hospitai stays for AIDS treatment, for
which there 1s no standard medical model There is also some evidence suggesting
that AIDS patients are now less likely to be admitted to intensive care units than
they were less was known ahout the disease.

According to two recent articles in the Journal of the American Medical Associa-
tion,® the use of inpatient hospital treatment for AIDS appears to have decreased
over time. As a result, lifetime treatment costs for AIDS patients seem to have
fallen. Specifically, days in the hospital from diagnosis to death fell from 168 for the
first 10,000 cases ® to 35 days (based on San Francisco data) and to 62 days (based on
Massachusetts data) in 1984 and 19%5

The average length of stay 1s also shorter 1n areas where alternatives to hospitah-
zation exist, such as outpatient diagnosis and therapy and home- and community-
based services. In San Francisco, the mean lengtl: of hospital stay for ail AIDS diag-
noses was 11.7 days in 1984. Voluntary organizations 1n San Francisco provide sup-
port services to AIDS patients that alluw tem to leave the hospital sooner or aveid
hospitalization completely Providers in Flonda also have been able to cut hospital
costs by setting up outpatient treatment scrvices for AIDS patients

While it may be possible to increase home-based <.rvices 1n other communities
where the caseloads are comprised of mostly homosexual men, 1t is more problemat-
1 in areas where 1ntravenous drug users account for a greater percent of cases Tour
example, “he average length of stay for AIDS patients in New York City was 50
days 1n 1984 This may reflect, in addition to differences 1n severity of illness, a lack
ot outpatient or home-based care fur AIDS patients in New York City, of whom 30
percent are intravenous drug users.

In summary although 1t is difficult to predict how the cots of treating AIDS may
change over time, there 1s evidence that the costs per casc can be mimimized by de-

4 Sisk, Jane “The Costs of AIDS A Review of the Estimates ' Health Affairs. Vol 6, No 2,
Summer 987, pp 5-24

5> Scitovsky, Anne, Mary Cline, and Philip [.ee “Medical Care Cost of Patients With AIDS in
San Fran-isco,” Journal of The American Medical Association. Vol 256, No 22, Dec 12, 1986,
pp 3103-4106, and George Seage, et al. “Medical Care Costs of AIDS 1n Massachusetts,” Journal
of The American Medi al Association. Vol 256, No 22, Dec 12, 1986, pp 3107-3109

8 Hardy, Ann et al “The Economic Impact of the First 10,000 Cases of Acquired Immunodefi-
clency Syndrome 1n the Unmited States " Journal of The American Medical Association, Vol 255,
No 2, 1986, pp 209-215
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livering care outside the hosratal setting This appears to be occurring in several
areas of the country.

This concludes my statement. I will be happy to answer any questions you may
have.

Mr. WaxmaN. Thank you very much, Mr. Zimmerman.
Dr. Miike.

STATEMENT OF LAWRENCE MIIKE

Mr. Miuike. Thank you, Mr. Chairman.

I war* to congratulate you on some creative scheduling, having
three Federal bureaucrats following Elizabeth Taylor. I -onsider
that sort of a cruel and unusual punishment.

Let me just summarize some of the points that J think should be
considered in a research and education bill that the Congress could
support.

Number one. Two and a half years ago, we reported to this com-
mittee on the Public Health Service response, and I am glad to see
the progress that has been made since that time. We really do need
multi-year funding for research and education, rather than year-to-
year, for better planning purposes.

One can never talk about efficiency of our research doilars be-
cause of the very nature of research; although in this area we are
trying to do that with much more directed research. But it still is
the bottom line that, the more money you put into a research area,
the more researchers you will pull into that area. I leave that up to
you, in terms of where that cut-off should be.

I also say in my testimony that one might use some construction
funds creatively, as 2 method of bringing in new researchers, and
trying to establish other than the established centers of AIDS re-
search that exist at the present time.

Also, another one of my points is that, with this particular dis-
ease, when we develop the research agenda, we should not only pay
attention to what the ¢ ientists tell us is important research, we
should also be addressing public concerns. For example, earlier this
month we distributed to all members of the Congress an analvsis of
the issue of whether insects transmit AIDS, because that was on
the public consciousness. Even though scientists thought it was
such a minor question, we thought that it was an important issue
for the public.

Let me use an example of the kinds of areas that we need more
information on that are directed at public concerns, and that’s basi-
cally how the AIDS virus gets transinitted.

Simply because it’s found in blood raises the question of whether
mosquitoes could transmit it, and I hope our staff paper on that
issue addressed that question appropriately, so one can make their
own judgments ou that; but my judgment is that if it ever occurs, it
is going to be a very rare and unusua! event, and not something
that is going to be a significant contribution to AIDS transmission.

Also, t: issue of saliva. We know that it can be found in small
amounts in saliva, but I think it's essentially the same question as
mosquito transmission. Simply because cne finds it ‘n a particular
body fiuid doesn't mean AIDS can be transmitted that way, the
con};iitions have to be right before transmission can occur in that
fashion.
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Another area that I think we need to get into and which touches
directly on the testing issue is that we need better tests for infec-
tion. Recently, actually this morning, I gave a little talk about the
accuracy of the AIDS antibody test, and everybody assumes that
with what everybody now hears about the £LISA and the Western
Blots, that everything is hunky-dory.

I want you to know that there is no standard for what is a posi-
tive Western Blot, and really the Department of Defense interpre-
tation of a positive Western Blot is quite different from the Red
C:oss’s interpretation of a Western Blot, and I am a little worried
that significant numbers of th: military people who Lave been
identified through ELISA’s and Western Blots as HIV positive
may, in fact, not be infected with the virus. So I think we need
better tests on who is infected or not.

And finally all of these kinds of information tie into he educa-
tional campaign area. We really need to find better ways of com-
municating what are really probability estimates from research
and translate thw.t into language that the public can understand
and can make their own judgments about risk.

One other area for educational strategies, I think, is that we
should—it brings to mind in the early 1970’s our attempts to make
physicians more compassionate and get them more into general
practice and family prartice rather than into the specialties. I
think a similar effort is needed in our health profession schools to
educate students now, sc that they can be compassionate toward
AIDS patients and don't turn away from them as they get inte
practice.

{The prepared statement of Mr. Miike follows:]

STATEMENT OF LAWRENCE MIIKE

I am Dr Lawrence Miike, Senior Associate in the Health Prog~am of the Office of
Technology Assessment (OTA), and I am here today to comment on Federal support
for research and education on AIDS

Among the AIDS-related activities at OTA 1s a series of staff papers, initiated 1n
June of this year at the suggestion of OTA's Congressional Board and with the en-
couragement of the House Appropriations Committee The first staff paper, Do In-
sects Transmit AIDS?, was released earlier this month We expect to issue a second
Stalgfgf paper, on the cost-effectiveness of preveuiive education programs, in early
19

OTA first reported to this subcommittee on the Pubhc Health Service’s (PHS) re-
sponse to AIDS in February 1985 At that time, our conclusions were as follows

OTA concludes that although PHS has indeed undertaken a massive effort and
mAde significant accomplishments, the statement that AIDS is DHHS’s number one
health priority has not always been supported by financial and personnel resources
The responsibility for this situation, however, appears not to rest with the Office of
the Assistant Secretary in PHS, but instead reflects decisions made at higher levels
of the Federal Government. The administration has not pursued an appropriation
for the Public Health Emergency Act, choosing instead to rely on securing appro-
£ 1ations for individual PHS age 1cies from Congress Although sufficient and uncer-
tain distribution of resources has nnt been the sole cause of delays or inadequacies
in PHS AIDS research, surveillance, and service provision, 1t has resulted 1n at least
inadequate plannir.g, increased competitiveness among Agencies, inadequate atten-
‘ion to certain areas which are perceived by many to be importan. (e g., public edu-
cation and prevention), and a diversion of attention from other critical health areas

Although significant advances have been made in understanding AIDS its pri-
mary cause, and associated factors, it will be some time befc- > this viomedical
knowledge can be expected tu ve translated into effective prevenuve avd therapeu-
tic tnterventions In the imerm, and probably even if biological rzinedies become
availablr prevention through (ducation on ways of mimmizing exposure to HTLV-
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Il {the current name for the AIDS wvirus is HIV, for “human immunodeficiency
virus”) has the greatest potential of limiting the spread of AIDS So far, efforts to
prevent AIDS through aducation have received minimal funding, especially efforts
targeted at the groups at highest risk.

. In testimony before t'is subcommittee when OTA delivered its report, we empha-
sized the importance of preventive education

Up to this time, ke major emphasis of the Federal Government’s AIDS activities
has been to seek a technological solution—to find the biological cause of AIDS, to
develop effective drug: agamnst the disease, anc to develop a vaccine if possible.

- These efforts are as important now as when they were first formulated, but it has
also become obvious that a quick technological solution is not at hand and that
progress against AIDS will come in increments. Thus, to minimize the spread of
AIDS, non-technological approaches also need more emphasis than they have re-
ceived so far, such as educating persons at risk on how they can avoid being exposed
to the AIDS virus

In the interval since we testified before this subcommittee in February 1985, tests
to identify persons with antibodies to the AIDS virus (and presumed to be carriers
of the AIDS virus) have become available and are widely used, and the first drug
against the AIDS virus itself (azidothymidine or AZT, now called zidovudine, trade
name Retrovir®) is now available However, the availability of the AIDS antibody
test has brought the issue of mandatory versus voluntary testiri to the fore, and
treatment with AZT has turned out to be unexpectedly costly (about $10,000 per pa-
tient per year). Moreover, there is still wrangling over how to implement preventive
strategies and how much to invest in these activities

Finally, we made the following observation in February 1985;

If we are in for a prolonged battle against AIDS, then we must begin to think of
strategies other than the one currently being followed. Currently, support for AIDS
a :tivil.es has been formulated on a year-to-year basis, and the Federal emphasis has
been on developing methods to diagnose, prevent, and treat the disease. The tension
among the individnal PHS agencies, DHHS, and the Congress has stemmed largely
from differences over the source of funds for AIDS activities and on the amount of
funds that should be devoted to AIDS The Department prefers to reallocate PHS
agency funds from other activities to AIDS; and even when Congress has earmarked
specific amounts for AIDS, the C.partment has at times ended up obligating more
than these earmarked amounts to AIDS

T* ~ question is whether or not such rvallocation and year-to-year fundin~ will be
suffic.cnt in the future. General budgetary ¢ .straints mean that PHS agencies will
be even more pressed to decrease their overall fundin, and staffing levels at the
same time that the AIDS problem continues to increase. Should we begin to think of
funding AIDS activities on a long-term basis, with multi-year instead of year-to-year
budgeting? Is AIDS such a grave public health problem that it should be excepted
from the general budgetary constraints that are being imposed on the PHS and gov-
grnmelr)lg 9programs in general? Should legislation be enacted with a special budget
or Al

Such legislation 1s now under consideration in the House and Senate, and reports
by the Institute of Medicine and the General Accounting Office havé emphasized
the importance of preventive education

Now, let me maﬁe some further suggestions for Federal support for research and
education First, enlargmf the AIDS research budget will of itself bring in addition-
al researchers inty the AIDS area In addition, efforts to bring 1n younger research-
ers traditionally take place through training grants or through “new investigator”
awards However, these grants/contracts usually are awarded through centers al-
ready known for their excellence. Facilities construction funds cculd be used to de-
velop additional ways of infusing new blood 1nto AIDS research For example, some
construction funds could be set aside tc build containment facilities (i.e, facilities
that are nece. ary for laborawrg work with the AIDS virus) so that more research
cente:s could devote work to AIDS

Second, more research needs t. be conducted or. the ways in which infection with
the AIDS virus is transmitted It is not enough t, say, for example, that kissing and
spitting cannot transmit the virus, even thoug! scientists have found small amounts
of the virus in saliva.

Third, it is obvious that AIDS is of great concern to the public at large, and not
only to the research and medical communities Thus, public concerns and fears
must somehow also be included 1n the criteria that funding Agencies develop when
planning their AIDS research agendas. The issue of how infections with the ATDS
virus can be transmitted is the foremost area of risearch that would be affected

Recently, OTA decided to address the 1ssue of whether insects are transmitting the
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AIDS virus. We were questioned by some in the research community as to why we
chose to address the issue, since 1n their cvinion, 1t was a very miner question But
it is a major is ;ue for the pablic, and we chose to attempt to provide objective infor-
mation on the question instead of leaving it up to unsupported allegations as the
primary means of “informing” the public

Fourth, we need better means of communicating research findings to the public,
despite the difficulties of doing so when much of the public want absolute answers
and the media is eager to report on any new twist to the AIDS epidemic.

Fifth, we need to inform health care workers on AIDS before they are faced with
the actual care of AIDS patients, and we need to infuse compassion, understanding,
and a commitment to the care of AIDS patients in our future physicians and other
health workers. In the early 1970’s, attempts were made {0 develop a commitment
toward primzry care among medical students. Similar commitments are now needed
toward *he care of AIDS patients.

Mr Chairman, that completes my prepared testimony, and I would be happy to
answer any questions you or other members of the subcommittee 1aight have.

Mr. *WaxMmaN. Thank you very much, Dr. Miike.

Mr. Zimmerman, the experts whom you contacted said that the
current budgets for information and education were inadequate.
The National Academy of Sciences, for instance, suggested that the
budget for public education should be more than tripled.

Did anyone argue that the education effort currently planned
wil! be adequate?

Mr. ZiMmMERMAN. No, sir, none of the experts that we contacted
took such a position.

Mr. WaxMaN. Did most of the experts agree that mass media
public education is necessary and appropriate?

Mr. ZiIMMERMAN. Yes, sir.

Mr. WaxMmaN. Did you discuss with these experts the difierent ef-
forts that may be needed for different audiences, say school educa-
tion or drug addict education or education of gay men?

Mr. ZimmeepMAN. They discussed with us that point rather em-
phatically. Just about every group we contacted had a view that
the media campaigns have to be tailored to the pasticular groups
and the types of persons that you're trying to reach.

Mr. WaxMaN. You have suggested that some of the mass media
work might be done by urging the networks to donate public serv-
ice announcements. Has this happened during prime time, and
isn’t prime time usually reserved for paid advertising?

Mr. ZimmerMAN. That’s correct, but I thought your conversation
earlier today would be a good start. It seems to me that some type
of pressure has to be put on the media to join in and help.

Mr. WaxMmaN. You suggested that some of the education work on
AIDS might be done by insurance companies. You say, however,
that the experts you spoke to suggested multi-million-dollar budg-
ets. I know that the insurance industry has done some work. But
do you believe that they will donate the $30 million needed for a
house-to-house mailing or the $100 million needed for widespread
TV advertising?

Mr. ZiMmMERMAN. I don't think they'll donate that much, but they
are clearly concerned about it. And as the epidemic spreads, I
think their concern is going to heighten, and I think you're going
to see more participation, although I don’t think it wili be wide-
spread by the insurance ir'dustry.

Just last week, Metropoutan Insurance Company ran or spon-
sored a show—I don’t know what it cost them, but it clearly wasn’t
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for nothing—it was an hour of prime time TV, and I think other
insurance companies, particularly life insurance companies that
are at high financial risk, I think they're going to take part.

I also think State and local governments have a responsibilily,
too, though a lot of their money is Federal money. Nevertheless, I
think they ought to take the lead, particularly communities that
are nhard hit now. I'm quite sure they are spending mone -, and I
expect others to join in.

Mr. Waxman. One observation I would make as someone who
has been involved as a “ungressman in this AIDS issue since 1981
is that all of these groups that stand to lose so much money finan-
cially—the insurance industry, the health industry, and all its com-
ponents—have not come to us and insisted that we appropriate the
funds for research, appropriate the funds for education. They have
been standing on the sidelines until very recently, and it as been
small groups like the gay men’s groups that have come in, seeing
their own dying from AIDS, plead'ng that we do what we’re now
finally seeing everybody agree that we should have been doing for
some time.

Your point is well taken. They do have a clear financial incen-
tive to want to have educational efforts succeed. Now whether
some of these industry groups will back that up and take some
leadership is an open question in my mind.

Mr. ZimMerMAN. To some degree, it is in mine, too, to be frank
with you.

Mr. Waxman. Mr. Dannemeyer.

Mr. DANNEMEYER. Mr. Zimmerman, have either you or Dr. Miike
produced any estimates of the numbers cf people in America today
that have the virus?

Mr. ZiMmMERMAN. We haven't. At the GAO——

Mr. Muke. There are some attempts, and it’s real'y more or less
on a theoretical basis on what kinds of models one might develop
in the absence of good, broad data. So that's still an open question.

Mr. DANNEMEYER. One rule of thumb that’s been articulated is
that if you multiply the ,umber of people with fully developed
AIDS, currently 41,000 plus, by 100, we'd have a rough analysis of
che number of people in this country with the virus.

Do you believe that’s a correct assessment?

Mr. Muke. In terms of ballpark figures, I would say that might
be a little bit overestimated, if you're talking about 100 to 1. But
I'm really not the person to answer that question, because if we’re
talking about a conversion rate anywhere between 20 and 60 per-
cent, it doesn’t seem to match. You talk about an AIDS case with
99 others.

But on the other hand, the numbers that we’ve heard, which is
about 1.5 to 2 million, have not changed over the past 2 years, and
we know that it has to change.

Mr. DaANNEMEYER. What did you say? A conversion rate of what?

Mr. Muke. Well, the current estimates about people who go on
from infection to frank disease, AIDS. now range anywhere from
20 to 60 percent over a 5- to 10-year pernod.

Mr. DaNNEMEYER. Well, you're speaking about what we heard,
what we were told 6 months ago. The current estimates that I have

4 Mo~
."L“‘\JI




186

seen is that it will be 70 to 80 perc-nt of the virus will go on to
develop frank AIDS.

Mr. Muxe. One has to understand that those are based on very
small numbers of people followed—you know, we're talking about
maybe a few hundred people foliowed for a length of time, and so
estimates are made based on whatever evidence is available.

Mr. DANNEMEYER. Also we've heard estimates that the quantity
of people {1at have ARC today, not yet fully developed AIDS, is
roughly a factor of 10 times the number who have fully developed
AIDS. Do you think that’s a fair estimate?

Mr. Mike. No. I think that’s an overestimate.

Mr. DANNEMEYER. Pardon me?

Mr. Muxkke. I think that’s an overestimate.

Mr. DANNEMEYER. An overestimate?

Mr. Muxe. I think that’s an overestimate. But it also again gets
into definitional questions about what is ARC.

Mr. DANNEMFYER. Don’t you think it would be good public policy
for our public health authorities at the Federal and State levels to
have ?a better knowledge of the people in the country that have the
virus?

Mr. Muks. Definitely. However, I think the basic issue, which
you are well familiar with, is how to get that information and who
to test.

Mr. DannemeYER. Well, do you believe, therefore, that public
policy would require that we begin testing people in certain groups
in orger to find out how many of the American people have t-~
virus?

Mr. M.ike. It would depend on who we would test, and I think
that——

Mr. DANNEMEYER. Well, let me give you an example. Hospital ad-
mittees between the age of 14 and 49, persons :onvicted of drug
abuse or prostitution, persons visiting STD clinics, persons entering
the prison populatior:, persons applying for marriage licenses.

It's been estimated that these groups would include roughly 50
million people. Do you helieve it’s sound public pc'icy to test people
in those groups in order that we bave a better understanding of the
number of people with the virus?

Mr. Muke. Well, my personal opinion is taat I might agree with
testing some of those people, but in terms of blanket testing of cat-
egorical groups, I havc some problems with that.

And, Congressman Dannemeyer, I'm not talking simply about
the civil rights aspects, but I'm talking about the rate of return
and the issue of the number of people who would be falsely identi-
fied, even after confirmatory testing. 4ad I can submit some infor -
mation to you later for tie record that would outline why my con-
cerns are in that area, in testing low-incidence people.

Mr. DANNEMEYER. Well, you're familiar, of course, with the fact
that the ELISA test if normally used and if positive, is then con-
firmed, and then a third test, the Western Blot. Are you familiar
with that?

Mr. Muke. Yes. But if you notice, when I gave my oral state-
ment, there is no standard for the Western Blot. The Defense De-
partment uses different criteria fron the Red Cross, and I can give
you some examples. If we're talking about a population—supvose
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we test 100,000 people. Suppose the prevalence of HIV infection is
0.01 percent. We have a test, the EL1 A test, that’s now 100 per-
cent sensitive, meaning it would pick up everybody who would be
infected, and a_specificity of 99 percent, meaning only 1 percent
false positives. Even after the Western Blot, which itself has a false
positive rate of 1 percent, one wculd f'nd in that 100,000 people 20
positives, 10 of which would be falsely accused of being HIV posi-
tive.

Mr. DANNEMEYER. Well, I see my time has expired. I have some
other questions. Perhaps we'll have another round.

Mr. Waxman. Without objection, the gentleman might take an
additional minute, because I'd like to not go for another round.

Mr. DANNEMEYER. Have you estimated what it costs for each of
these persons who have fully developed AIDS for health care costs?

Mr. ZiMMERMAN. We have no estimates of what it costs. Studies
have been done of past cost experiences, and it ranges from $25,000
say, to $150,000.

Mr. DANNEMEYER. Per patient?

Mr. ZIMMERMAN. Per patient.

Mr. DANNEMEYER. And based on your analysis, what do you esti-
mate the cost to the health carc system for caring for patients—
persons with AIDS, not ARC, not the virus, just AIDS in the next 4
or 5 years?

Mr. ZimmerMAN. Well, I think the most recent study was done
by the Rand Corporation. Let me say first that the GAO has not
done a study of the overall cost of AIDS, particularly one over a
geriod of 4 or 5 years. Maybe Ms. Bascetta can respond to the cost

ata.

Ms. Bascerra. The most recent data that the CDC have esti-
mates that direct medical care costs will approach $8.5 billion in
1991, and that——

Mr. DANNEMEYER. In that year?

Ms. Bascerra. In 1991. And that including the indirect cost, the
productivity losses associated with those cases of AIDS in 1991,
total social costs will be approximately $64 billion.

Another study that the Rand Corporation did, which used a
slightly greater caseload projection for 1991, estimated medical
care costs of $38 billion in 1991.

Mr. Muke. Congressman Dannemeyer, may I add to that?

Mr. DANNEMEYER. Yes.

Mr. MukE. Secretary Bowen estimates that next year Medicare
costs—Medicaid costs, I'm sorry—for treatment of AIDS patients
will be about $600 million with another $75 million for AzT. And if
you figure that Medicaid costs are approximately about 40 percent
of the total cost, then were talking about $1.5 billion next year,
direct medical costs.

Mr. DANNEMEYER. Thank you, Mr. Chairman.

Mr. WaxmaN. Thank you, Mr. Dannemeyer.

Mr. Wyden.

Mr. WypeEN Thank you, Mr. Chairman.

Dr. Miike, do I understand from your testimony that you believe
renovation and construction money are necessary new expenses for
AIDS research?

Mr. Muke. I'm sorry. Would you rephrase that again?
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Mr. WypEN. Is it your testimony that renovation and construc-
tion money are needed new expunses for AIDS research?

Mr. Muke. What I suggested is that in addition to grants and
contracts to individual researchers and research projects, that one
way of trying to build a cadre of AIDS researchers, in addition to
the traditional method of training grants and new investigator
grants, is, for example, one might build a modest amount of con-
tainment facilities, so that different centers can do AIDS research
who are not able to do it now.

Mr. WyDEN. I understand in your testimony, that you believe
that fellowship and training money for young investigators are
much needed investments in the AIDS research field.

Could you elaborate a little bit on why that is the case?

Mr. Muke. Well, I guess one of the issues in the AIDS area is
long-standing—the peer review process, who gets grants and con-
tracts, and one way to bring in new people who have no track
record in a particular area of research is traditionally to go
through the training grants to build up the cadre of people. And
anyone who has followed the training grant and fellowship pro-
grams as part of the research establishment, that’s always been the
orphan in the research area. And I think that if we’re looking long-
term, one has to build up both facilities and people in the AIDS
area. .

Mr. WyDEN. The theory is that you have to round up people into
the field and not incessantly overwork the people who are already
in tne field.

Mr. ZiMMERMAN. Mr. Wyden, may I just comment on the ques-
tion of construct on of facilities?

In our contacts with the experts, particularly the ones that were
affiliated with the Institute of Medicine study and also at hearings
we've participated in in Florida last month, there was much discus-
sion of the need for expanded research facilities.

The amount of moneys that were presented, for example, by the
Institute experts didn’t seem to be overwhelming, somewhere in
the neighiorhood of $20 million, but they felt it was very essential
if the research activities are going to go forward like they should.
Without the right facilities, they felt they couldn’t achieve the ob-
jectives that they want to achieve

Mr. WypeN. Well, I commend all of you for a very excellent job
and an important contribution.

Thank you, Mr. Chairman.

Mr. WaxMaN. Thank you, Mr. Wyden.

Thank you both, all three of you, for your testimony and your
work on this issue. It's been very helpful to us.

[Testimony resumes on p. 208.]

[The following information was submitted for the record:]
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HOW ACCURATE IS AIDS ANTISODY TESTING?
Lawrénce Miike, Senjor Asaociate

* 0ffice of Technology Asseaament
U.S. Congresa

. Descriotion of the Teats
Tests to detect sntibodies to the AIDS virus (HIV, for *humsn

imaunodeficiency virus®) in blood conaist of two typea of tests applied in

sequential order to the same tlood specimen. If tha first test is positive,
it is repested. If the repest test is agsin positive, then the second test is
performed. Testing is not repeated on specimens that sre negstive on the
first test, nor is the second confirmatory test performed on initially
negstive specimens

The first teata sre enzyme immunosssays (EIAs), in which sntibodies to
whole and partial virus are measured in the sggregste. The second, mcre
specific test, cslled a "Western blot," identifies antibodies to the major
individual proteins which make up the AIDS virua.

Most of the EIAa are "ELISA" (enzyme-linked {smunosorbent asssy) asssya.
Here, serum is placed in wells or on besds that contain HIV antigen (derived
from disrupted HIV that has been grown in cell cultures). If the speciamen
contains sntibodies, they will bind to the test kit’a antigens. A‘zZer an
incubation period, sny unbound sntibody is washed from the bead or well, snd
ar anzyme-labeled antibody to humsn immunoglobulin (all sntibodies sre
immunoglobulins) is sdded The besd or well is apai.. washed to remove any
unbound antibody. A resgent is then added thst will resct with any bound,
enzyme-1lsbeled antibodies, and the reaction produces a color change that is

measured by sn instrument called s "spectrophotometer." The color intemsity
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is quantifieble and the numericel velus ie celled the "opticel density." The
result ie interpreted by compering it to positive end nsgative control sasples
conteining known quantities of antibodies.

There ere eleo competitive EIAs, in which enzyme-linked antibodies to
HIV ere edded to the well conteining HIV entigens et ‘he same time as--instesd
of efter--the teet spccimen. If the epecimen cunteins entibodise to HIV, they
will compete with the test kit antibodies in binding with the HIV antigens.

If there ie e lot of entibodies to HIV in the specimen, there vill be little
enzyme-linked entibodies found bound to the HIV entigens. If the epecimen
contains no entibodiss to HIV, ell bound antibodise will be the enzyse-linked
entibodies from the teet kit.

Weetern blot teeting ie based on identifying entibodies to the asjor
proteins of the AIDS virus. Purified HIV en*igens ere sspereted
electrophoreticelly on e gel, which ree.ilts in their eeperstion by their
moleculer weighte. They ere then blotted onto epecisl peper. A sample of

sorun ie epplied to the neper and if sntibodiee to HIV xre pressnt, they will

bind to the virel entiges. A redicective- or enzyme-lebeled antibody to

ismunoglobulin fe then epplied to the peper. If antibodies to HIV are present
in the sample enid have bound to the HIV entigens, they will eppeer as
dietinctive bends on the blot. The locetfon of the bend indicetee resction to
e specific virel protein (See bands depicting the "positive control® specimen
in figure 1).

HIV proteins ere grouped into three clesses, two etructu-el aud one
reguletory. The etructurel proteine consiet of: 1) proteins that provide the
internal, or "core® (elec known ee "geg") etructure of the virus, and 2)
proteine thet provide the external or "enveiope” (eleo known ee "env®)

structure of the virus. The rejuletory proteine (eleo knovn es "pol®)

sk
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reprasant the raguletory snzymes (ravearse transcriptase, andonuclesss) of tha
virus. Envelops protains also heve non-protain elements (glycogen)
incorporated into thas. The coras protains include pl7/18, p24/25, and P55,
which ara shorthand designations for proteins with molacular weights in the
thousends (or "kilodaltons”). Thus, "p24/25" refers to a protein with e
molecular weight of 24 to 25 thousand. Tha envelops proteins sre gpél,
£p110/120, and gpl60, whare "gp" refars to "glycoprotein® (the first veccine
undargoing preliminary testing produces entibodiss sgeinst gpl20). The

reguletory proteins are p3l/32, p51/53, and p65/66.

Accuracy of the Tesxts

When performed in the best laboratories, the tests ars very accuratas.
One estimate is that the false positiva rate after both ELISA and Western blot
testing is only 1 in 20,000 specimens tested (0.005 percent falsa positive
rate).! This i{s based on the essumptions: 1) that the EIA test is 100X
sensitive (i.e., that it will identify gll entibody-positivae blood specimens)?
end 99.6% specific (i.e., thet of 1,000 entibody-pegative blood specimens,
only 4 will be identified as positive for entibodies to HIV), and 2) that when
EIA-positive blood specinens sre testad by Western blot, the falsa-pesitive
rete for the Western blot test is 1.17%. Mul~iplying tha false-positive rate
for the EIA test (0.4%) by the false-positive rete for the Western blot
(1.17%) results in e joint false-positive rata of 0.005% (0.004 x 0.0117 =
0.0000468 = 0.005%).

One study of six conmercially available EIA tests used to test blood

donors found & false positive rate of zero to 0.42 percent.’® However, there

cen be variations in the felse positive rates for the EIA tests, even among

diffarent batches of one menufacturer’s test kit,* end the false pu. zive rate

ERIC

Aruitoxt provided by Eic:



192

of the EIA test can be se high se 6.8 percent among hospitaiized petiente.3

Thus, e felse positfve rets of 0.4X for the EIA test reprsssnts e best-cess

scensrio.

The 1.17X feles positive rete for specimens that were repestedly

positive on EIA teeting and then subjscted to Western blot testing comes from .

e U.S. Army etudy.® Only specimens that ers repeatedly positive on the EIA

test ere subjected to Western blot testing, o labs perform the Western blot

test on specimens thet they know sre slresdy piasumed to be poeitive. The

folse positive rete might be higher if specimens thet vers negetive wers slec

tested by Western blot; 1.e., 1f leborstory personnel conducted the Western

blot test on epecimens that the lsos did not know wer: positive or negetive on

EIA testing. For example, ee pert of the U.S. Army’s quality aseurence
program for AIDS entibody testing, five lerge commercial laborstoriss thet
offered Western blot testing on e fes-for-esrvice besis wers eent 15 samples
thet were known to be negetive for antibodiss to the AIDS virus, and 5 samples
that vere positive. Thers were eix feles-positive results reported, sll on
different normal specimens, suggesting that the srrors were dus to technique.
The most common error wes detection only of p24/25, end labeling that result
os ® positive Western blot test. Four of the five lsborstoriss reported ot
lesst one feles-positive teet result. One lebcretory did not datect one of
the positive specimens.’

Felse positive Western blot tests heve resulted from resctivity to the
cultured hunan cells in which the AIDS virus thet is used in Western blot
testing has been grown.' For example, the Americen Red Crose repoi’r.o thet
Vestern blot testing on specimens thet ere positive with Abbott’s E.A test
result in "indeterninste”® resdings 10 to 20 percent of the time, while Yestern

blot testing on specimens thet ere positive with Genetic Systems’ or DuPont's
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EIA teets rssults in "indetsrminats” Wsstern blot rsedings 40 to 50 psrcsnt of
the time.? Furthermore, subsequent blood evecimens obteinsd from ths same
patient cen bs Westarn blot negetive eftsr an initiel specimen wes Western
blot positive.l?

Ths Centers for Disesse Control (CDC) has astimated that currently
licensed EIA tests heve & sensitivity of 99 percent or grester and e
specificity of epproximately 99 percent.!! The CDC elso states that the
eensitivity of the Wsstern blot is comperable to that of the EIA. While no
specificity is given for ths Western blot (describsd es "highly specific when
etrict criteris ere ussd for interpretation®). CDC does stete that: "Under
ideel circumstences, the probebility thst s testing sequence will be felsely
positive in e populetion with « low rets of infection renges from less than 1
in 100,000 (Minnesote Depertment of Hselth, unpublished date) to en estimated

in 100,000 (citing es refsrencss Meysr and Peuker end Burke st el., ses
footnotes 1 end 6, supre).”

There is et present no stenderd for determining when & Western blot test
is positive. A Consensus Conference from the Office of Madicel Applicetions
of Resssrch, Netional Institutes of Heelth, steted thet p24/25 together with
841 (e "geg” protein end &n "env® protein) *is unequivocelly positive."12
Ths Depertment of Defanse (Dob), in its mandatory testing of active duty
personnel end civilien epplicents for U.S. militery service, clessifies e
positive thoss Western blot tests in which, et the minimun, either gp4l (en
“env® protein) slone or p24/25 plus p55 (two "geg” proteins) are detectsd.!?
The Americen Red Cross requires that st lesst one protein from eech of the
thrse types of proteins ("gag,"” "pol,” end "env")--for example, p24/25 plus
gp4l plus p51/53--be detected befors the donor is notitied thet he/she hss

been found to be positive for entibodies to the AIDS virus.!*
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The Red Crose standard sppliss only to whether the blood donor w'll be
notified that 1s/ehe has had s positive antibody test to HIV. All repestedly
positive EJAs ere discarded, regerdless of the rerulte of Western dlot
testing. If some entibodiss to HIV antigens ere detscted but not sgainst st
lsast one pretein from ssch of the thres types of HIV entigens, the resulte
ere reported to the blood benk as "indeterminace” (sll of thess spscimens ere
sleo discerded, beceuss ali repsstedly positive ElAs ere discarded, and only
repsstedly positive EIAs ere subjected to Western blot testing). The
individual blood benks determine whether to inform pereons with indaterminate
Weatern blots of their :;c: results. Indeterminate Westsrn blote that contain
antibodies to p24/25 and gpl60 e~: *agged es provably representing the serly
stages of conversion to posi-.ive antiliody status. Approximately 80 psrcent of
persons with thies Western blot pattern have progressed to poaitive Western
blote ss defined by the American Red Cross.

In reference to the NIH Conssnsus Conference definitfon that a positivs
Western blot consiste of p24/25 plus grél, end the DoD definition of sither
gp4l slone or p24/25 plus pSS, thers may not bs that much difference in
results. The American Red Cross raports that it ie very upusual to find only
thess ninimal types of proteins on the Western blot test. Nevertheless,
Americen Red Cross and the Depsrtment of Defenss have clearly different
criteria for when a pareon will be labeled as being infected with HIV and
being informed of the resulte, and ressarch studies often use yst another
criterion, the NIH Consensus Conference definition, for a positive Western
blot (L.s., p24/25 plus gpsl).1s

Figure 1 depicts e hypothetical situation involving thres psrsons. two
of which wou'd be identified as heving a positive Western blot by DoD and one

of which would be identified ss positive by the Americen Red Cross. In this
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hypotheticel situatlon, note thet: 1) neither of the DoD positives would be
identified es positive by the American Red Cross, 2) the Red Cross positive
would be negative by DoD criteris, and 3) neither the Red Cross nor DoD
positives would be identified es positive sccording to the NIH Consensus

Conference definition.

Tast Accuracy Dspends On The Population Undergoing Testing

Even vhen the tests ere conducted under optimal leboretory conditions,
there will be antibody-positive persons who will be missed, end some persons
vho will be incorrectly identified end hence, essumed to be infected end
carriers of the AIDS virus. Furthermors, among persons identified as heving
antibodies to the AIDS virus, the proportion of incorrectly identified persons
(i.e., the percent of felse positives) will increess es the prsvelence of
antibody-positive persons among the populetion undergoing testing dacreeses.
Thess unavoidsble errors ere illustreted in the sccompenying figures.

In figure 2, the reletionship between sensitivity, specificity, felse
uegetives, and felse positives ere summarized. In figures 3 to 6, the false
positive retes efter both EIA and Western blot testing ere calculeted for
populstions where the prevelences of entibodies to the AIDS virus ere 10
percent, 0.83 percent, 0.1 percent, and 0.01 percent, respeciively. A
populetion with 10 percent prevelence of entibodies to HIV would represent o
high-risk populetion. The 0.83 percent prevelence repressnts the threshold
for mandstory marriege license spplicent testing under s lew pessed in Texes
in 1987,1¢ gnd is the prevelence obteined if the 2 million persons estimated
to be infected with HIV in the United Stetes is divided by 240 million, the

current estimated populetion of the U.S. The 0.1 percent repressnts the
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Pigure 2
Sensitivity, Specificity, and Predictive Valus of Testing

ANTIRODIES
Tesent Absent
Porzitive A= B -
Truo Felae
Positive Poeitive
Negative [ D=
Fealse True
Negative Nagative
—

Sensitivity = A/(A + C)
Specificity = D/(B + D)
Pradictive Velue Of A Positive Result, Or

Probability Thet A Positive Result Is Correct
- A/(A + B)




ERIC

Aruitoxt provided by Eic:

198

provelsnce of HIV infection that CDC has suggested may Justify premarital
testing (sss footnots 11, eupre). The 0.0l percent might represent the
prevelsnce rets in low-riek groups.

In thees sxamples, CDC setimates (sss sbove) of the esonsitivicy end
spacificity of the EIA end Western blot teste heve been useé. For the BIA
test, sensitivity end epecificicy sre both sssumed to be 99 percent (1 percent
foles negetives, 1 percent feles positises) For the Western blot,
sensicivity e sssumed to be 99 psrcent, end specificity, from 99.5 to 99.9
psrcent. The feles negetive rete sfter both EIA and Westorn blot testing {e 2
percent and is derived by adding the feles negetive retes for sech teet,
becsuse Western blot testing is dons only on specimens that test positive.
After EIA testing, 1 percent of positive specimens will be misssd (0.01 x (¢
of positive epecimens)). wyeetern blot testing of EIA-positive specimens will
uiss 1 percent of thess spscimens, or spproximately en sdditional 1 percent of
the totel numbsr of poeitive specimens (0.01 x 0.99 x (# of poesitive
apecimens) = 0.0099 x (§ of positive specimens)).

The feles positive rete after both EIA end Western blot testing fe
darived by mulriplying the felss positive retes for EIA end Western blot
testing, beceuss Western blot testing is conducted or.ly on thoss negetive
specinens that tested felssly positive on EIA. If the Joint feles positive
rets is 1 in 100,000 (0.00001) to 5 in 100,000 (0.00005) end the EIA foloe
peeitive rete is 1 percent (0.01), the felse positive rete for the Western
blot therefors rengss from 0.001 to 0.005, or 0.1 to 9.5 percent (0.01 x
(0.001 to 0.005) = 0.00001 to 0.00005), or 1 in 100,000 to 5 in 100,000).

The examples sll sssume thet 100,000 persons sre being tested For th
group with 10 percent of ite members heving sntibodiss to HIV in their blood,

on EIA test sensitivity of 99 percent mesns thet, of 10,000 entibody-positive
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persons, 9,900 will cest positive (true positive), and 1CO will test negetive
(folss nsgativs). Of ths 90,000 persons without antibodies to HIV, en EIA
test with a specificity of 99 psrcent means that 89,100 will tsst nsgetive
(true negetive) and 900 will test positive (felss positive). The pradictive
velue of s positivs EIA test is thus 9,900 divided by 9,900 plur ,00, or 92
psrcent; {.s., oftsr only EIA tssting, the probsbility thet # positive rceule
is truly positive is 0.92.

Ths rssults sfte. Western blot tssting ere as follows. A test
sensitivity of 99 percent means thet, of the 9,900 persons testing positive
sfter EIA testing end who sctually havs entibodies to HIV prssent, 9,900 x
0.99, or 9,801 persons will be corrsctiy identified es positive, and 99
persons will be incorrectly identified es being antibody - negetive. Theiefore,
sfter both EIA and Western blot tssting, s totel of 100 plus 99 antibody-
positive persons, or 199 of 10,000, will be missed. Western blot specificity
of 99.5 to 99.9 percent means that, of ths 900 persons without sntibodies thet
were folsely positive in the EIA tsst, 0.1 to 0.5 percsnt will still be
felsel; positive efter Wsstern blot testing, or e totel of 1 to S persons.
Therefors, of the 90,000 antibody-negetive persons, 1 to 5 persons will be
falsely {dentified os positive, compersd to 9,801 persons correctly identified
as entibody positive. The predictive velus sfter both EIA end Western blot
tssting rengss from 9,801/(9,801 + 5) to 9,801/(9,801 + 1), or from 99.95 to
99.99 psrcent, ss comparsd to s prsdictive velie of 0.92 eftsr only EIA
tssting (ses figurs 3 for summary).

Similer :omputetions have been meds for populs.ions of 100,000 esch,
with prevelencs retes of antibodies to HIV of 0.83, 0.1, end 0.01 percent,

respactively
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Antibodiss
Pzesent Absent
— . - e
Positive 9,900 900
EIA
Negative 100 89,100
Present Absent
Positive 9,801 1-5
Western blot
Negative 99 895-899
9,900 T T 500 |

Predictive Value of EIA = 9,900/(9,900 + 900)

Predi (¢~ valus of EIA plus Western blot
9,801/(9,801 + 5) to 9,801/(9,801 + 1)

Number of False Negatives
100 + ©9

Number of False Positives
900 x (0.001 to 0.(05)

Number of True Positives
10,000 minus 199

Ses text for assumptions
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In the 0.83 percent prevelence group, the probability of e positive tesr
being correct sfter EIA testing would be only 0.45, but would rise to 0.994 to
0.%99 efter Western blot testing (814/819 to 814/815). Sixtesn of 830
antibody-positive specimens would be missed. As in the case of ths 10 percent
antibody-positive prevelence populstion, 1 t¢ 5 persons would be incorrectly
1der =" “1ed es entibody posltive, compered to 814 persons correctly identifisd
as entibody positive (see figurs 4 for summary) .

In the 0.1 percent prevslencs group, *he probability of e positive tant
being correct efter EIA testing would be only 0.09, but would rise to 0.951 to
0.990 efter Western blot t.sting (98/(98 + 5) to 98/(98 + 1). Two of 100
antibody-positive specimens would be aissed. One to 5 pereons would sgein bs
incorrsctly identified as sntibody positive, but ot » prevelence of 0.1
percent, only 98 pereons will be corrsctly identified oo antibody positive
(ese figure 5 for summary).

In the 0.01 percent prevelence &r7up, the probebilizy of e positive test
being correct sfter EIA testing would be only 0.01, rieing to 0.667 to 0.909
after Western blot testing {10/(10 + 5) to 10/(10 + 1). All 10 of the
antibody-positive persons would be identified. One to 5 persons would sgein
be incorrectly identified es sntibody positive, but only 10 pereons will be
correctly identified as antibody positive, sven though no positives will be
uisesd (ses figure 6 for sunmary) .

In summary, the paxcent of fales negetives and feles positives will be
identicel in populstions with different prevelences of sntibody-positive
persons. iowever, in !.igher prevalence populetions, the sbsolute nunbac of
entibody-positive psrsons who will be nisesd (f. les negetives) efter both SIA
and Western blot testing will bs much higher then in lower prevelence

populstions. For example, among 100,000 persons tested, 199 of 10,000
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Predictive Velue of EIA = 822/(8%22 + 992)

Predictive Value of EIA plus Western blot
814/(814 + 5) to 814/(814 + 1)

Presant Absant
822 992
8 98,178
Presant Absant
814 1-5
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Figure §
2 t encel
Antibodies
Present Absent
Positive 99 999
EIA
Negetive ) 1 QJ“_98.901
Present Absent
— - — { ———
Positive 98 1-5
Hestern bloc
Negetive 1 9Y94-998
99 999 J

Predictive Velue of EIA = 99/(99 + 999) = 0.09

Predictive Velue of EIA ~lus Western blot
98/(98 + 5) to 98/(98 + 1)

0.951 to 0.990

Number of Felse Negatives
1+41= 2

Nunber of Fslse Positives =
999 x (0 001 0 0.005) = 1 to 5

Number of True Positives =
100 minuc 2 = 98

1 See text for assumptions
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Pigure 6
Pxadlcrive Valus. 0,01 Percent Pravalsnce'
-
Antibodies
Present Absent .
Positive 10 1,c00
EIA
Negative 0 98,990
Present Absent
. Positive 10 1-5
Western blot
Negative 0 995-999
10 1,000

Predictive Value of EIA = 10/(10 + 1,000) 0.01

Predictive Value of EIA plus Western blot
10/(10 + S) to 10/(10 + 1)

0.667 to 0.909

Number of False Negatives =
0+0

[}
o

Number of False Positives =

1,000 x (0.001 to 0.005) 1to5

Number of True Positives =
10 minus 0 = 10

1 See text for assumptions
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antibody-positive psrsons will be missad 1f the prevalence wers 10 psrcent,
comparea to 2 of 100 antibody-positive persons being misssd if the prevalsnce
wezs 0.1 percent. Turning to the feles positives, the absolute number of
false positives will remain essentielly the same with varying prevelences of
antibody-positivity, but fales positives as a percent of totel positives will
incresss as prevalence decreesss. For example, if prevalence were 10 percent,
only 1/9,802 to 5/9,806 positive results would be felse positives, wherees if
prevalence were 0.1 percent, 1/99 to 5/103 positive results would bs felse
positives, and if prevelence wers 0.01 psrcent, 1/11 to 5/15 positive resulte
would be false.

Thess ere best-case sstimstes. In ectual practice, leboratoriss can bs
erpected to perforn at lower lsvels of eccurecy, mis.ing mors positive

specimens and incorrectly identifying as positive more negetive specimens.
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Mr. WaxmMmaN. Our next witness is Dr. Charles McKinney, Direc-
tor of Education, Gey Men's Health Crisis, who wil! be accompa-
nied by Mr. Tim Sweeney, Deputy Director of Government Rela-
tions.

We are pleased to ‘welcome you to the subcommittee hearing this
afternoon. Your prepared statement will be made part of the
record in full. We would like to ask you, though, to summarize in
no more than 5 minures.

Dr. McKinney.

STATEMENT OF CHARLES McKINNEY, DIRECTOR OF EDUCATION,
GAY MENS’ HEALTH CRISIS, ACCOMPANIED BY TIM SWEENEY,
DEPUTY DIRECTOR FOR GOVERNMENT RELATIO.S

Mr. McKINNEY. Mr. Chairman, members of Congress, my name
is Charles McKinney. I am Director of Education for the Gay
Mens’ Health Crisis in New York.

I corre to you from inside the epidemic. We have been dealing for
the past 6 years with the crisis on a very first-hand basis. I thank
gou, on behalf of Gay Mens’ Health Crisis and 300 community-

ased organizations tkroughout the country who have been fighting
the fight against AIDS, for having us here today.

I would like to take the tack of offering you our assistance, as-
sistance that we feel is of particular value because of our experi-
ence in dealing with the crisis. In Gay Mens’ Health Crisis alone
we have dealt with 5,282 clients, people with AIDS ard ARC. This
number from this single Agency is greater than the combired total
number of cases diagnosed in all of Western Europe and the
United Kingdom.

We have had this experience from inside and offer you the value
of that experience.

We have developed over that period of time a level of expertise,
an expertise that is sought out by the Western European countries.
We have had visitations from the public health officers end public
health officials from all of the Western Europe and European coun-
tries, the United Kingdom, Japan, Australia, Canada, Mexico,
Brazil. We have been asked to be the guests of governments of
Norway, Canada and Australia and have presented our educational
programs there.

Our literature is reproduced around the world. The World
Health Organization has sought our counsel in developing guide-
lines in protocols for working with AIDS.

While this is a tribute to the quality of the work we do, it raises
a question as to what the role of government has been. We have
developed a service delivery model that can provide an immediate
response to the needs of individuals with AIDS and the needs of
the community with regard to education about AIDS. We have de-
veloped an education model that is immediately available to the
people where the people are and when they are there.

We do not maintain a program that is a program of service avail-
able from 9 in the morning until 5 in the evening and require that
people come to us for the information. Rather we go to where the
people are when they are there. If that is 4:30 in the morning, if it
is 12 midnight, if it is on Saturday, Sunday and holidays, and it is
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all of those, we go to where the people are to take the educational
programs to them.

We can provide and have provided educational service at the
lowest cost available. When you channel your funds through the
bureaucracy of the Federal Government down to the State and the
city bureaucracies, there is not very much left that has not been
eaten by administrative costs when it is used to provide services.

We have developed a madel in which only a few pennies of any
funded dollars is used for administrative costs, and the rest of that
dollar goes for direct service. The way we have been able to do this
is by enlisting committed volunteerism, volunteerism as it has
never really existed before in this country. These are not volun-
teers who push wheel chairs and deliver flowers to patients’ rooms.
These are volunteers who make Presentations, who teach classes,
who facilitate programs, who work directly with clients and do
hands-on work.

We are an agency of volunteers. The only way we are ahle to do
the amount of work that we do is through volunteers. We use 76
paid staff members actually to facilitate the work of our 1,700 vol-
unteers who do the work.

We have developed and utilized information systems that have
not been accessed by other agencies. Qur materials are distributed
through the public libraries, in correctional facilities, through the
general post office locations throughout the City of New York.

Our programs are documented to be empirically effective. Qur
literature, as I said, has been reproduced around the world. What
we offer, in short, Mr. Chairman, is the use of these 300 agencies in
promoting the education that must take place in our fight against
AIDS. We urge you to consider NAN, which is the umbrella organi-
zation located here in Washington that represents the 300 commu-
ﬁitly-based agencies that are available to you. We would like to

elp.

Thank you.

[The prepared statemen. of Mr. McKinney follows:]

STATEMENT oF CHARLES MCKINNEY

Mr. Chairman, Members of Congress:

I am Dr. Charles McKinnei, Direc:or of Education, for Gay Men’s Health Crisis
in New York. I want to than y su on behalf of Gay Men’s Health Crisis and over

00 community based organizations that are leading the fight against AIDS in this
country, for the opportunity of testifying before you. My purpose today is to offer to
the Confgress our assistance in the fight against this dread disease.

We offer you the benefit of our experience. Gay Men's Health Crisis was the first,
and is the oldest AIDS service agency in the world. In the 6 years - our existence,
we have provided direct care to 5,282 people with AIDS anc people with ARC. In
fact, this one agency has provided services to a greater number of people with AIDS
than the combined cumulative total of diagn cases in all of Western Europe and
Great Britain. In addition, we provide educational services on an on-going basis, to a
greater New York community of over 14,000,000 people.

We offer you the benefit of our expertise. By arrangement of their embassies in
" New York, public health officers from all of the Western European countries, the
United Kingdom, Canada, Mexice, Brazil, Japan and Australia have visited the Gay
Men’s Health Crisis in the past 18 months. Their purpose has been to draw from
our experience and expertise in the development of national policies by their respec-
tive governments, for preventing the public health emergency that has occurred, by
acquiescence, in the United States.

ealth educators from Gay Men’s Health Crigis have travelled to Norway,
Canada, and Australia, at the request and expense of those governments, to present
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risk-reduction programs, vn site, to leaders of State, and public health officers. The
World Health Organization tagped our experience and knowledge when it convened
a panel of experts in Geneva, witzerland, last Spring, to develop guidelines on pre-
and post-test HIV counseling.

These citations are a tribute to the quaiity of the work we do. But they raise ques-
tions regarding the locus of leadership in the fight against HIV transmission in the
United Sts.tes.

We offe:r you the benefit of a service delivery model that is of proven effectiveness
in providing education and services to the clients we serve. It is a model that has
wide application as of a National progran, of AIDS education.

The Gay Men’s Health Crisis model is one that is capable of immediate response
to the needs of clients as these needs are identified. It is a model thet makes serv-
ices available at the time, and at the place they are needed. It is not a model that
provides services between the hours of 9 and 5, Monday through Friday; rather, it is
a model that takes services to the people where they are, vhen those services are
needed. If educational intervention is most effective at 4:30 a.m., 12 midnight, holi-
days, meekends, in bars, or in bathhouses, our services are provided at the times and
places the populations we need to reach congregate.

Ours is a service delivery model that uses the money available to it for the deliv-
ery of services A dollar filtered through the Federal bureaucracy to the State, and
ultimately to the city, provides only a few pennies for services. In our model, only a
few pennies are for administrative costs, and the major portion of the dollar is
used to provide services. This is achieved through a concept of volunteerism that is

exclusive with community based organizations. Gay Men’s Health Crisis is a volun-
teer agency, in which 1,700 volunteers provide direct services to clients, under the
suwrvision of a small professional staff of paid employees.

thin this model, GMHC has developed a system for disseminating educational
information by utilizing pre-existin%hnetworks that reach into every neighborhood
and ethnic community in our city. These include the public libraries, General Post
Offices, athletic clubs, gymnasiums and health clubs as well as correctional facili-
ties. In addition, we provide peer counseling at Community Information Tables that
are stationed ir the streets in high traffic areas of New York City. Our Community
Support Netwcrk utilizes delis, beauty parlors, barber shops and boutiques for the
distribution of literature and dissemination of AIDS information.

The risk-reduction programs we have developed demonstrate empirically that
sexual behavior can be modified from high risk to low risk. These programs have
been replicated world wide. The Ohio State Department of Health wilrlogegin using
our risk-reduction interventions this Fall in Cincinnati, Cleveland and Columbus.

GMHOC literature, which is published in a variety of languages and literacy levels
is reproduced throughout the world. The September issue of the School Library
Journal, which goes to every school library in the country, features GMHC publica-
tions as a source of “solid”” AIDS information for use in school libraries. The US.
Public Health Service has purchased copies of Medical Answers About AIDS for dis-
tribution to all health officers of that service.

1 have with me a selection of these publications which I request be made a part of
the Congressional Record.

While these citations are a tribute to the quality of our work, they raise questions
ggain regarding the locus of leadership in the ight against AIDS in the United

tates.

The Federal Government, by its inability and unwillingness to respond to a na-
tional health crisis, has lost its credibility. It has lost the confidence of the people.
The gap between what government says, and what it does, is blatantly illustrated in
the political pandering aYBgrent in the selection of appointees to the Presidential
advisory commission in AIDS.

In the absence of a Federal initiative in the fight to contain the AIDS epidemic,
the leadership role has been placed on grass roots organizations such as the Gay
Men's Health Crisis, and other community based organizations of the National
AIDS Network that are located throughout the United States. These organizations,
over 300 in number, are eager to assist the Federal Government in meeting its re-
gponsibility; but, they cannot be a surrogate for governmental leadership in a na-
tional health emergency.

In short, the National AIDS Network of grass roots, community based organiza-
tions, offers you the benefit of its experience and ex rtise, its service delivery sys-
tems, and a model that is both cost effective and e icient. It is a model that has
credibility with its constituency, and the confidence of its constituency.

A mobilized goass roots effort, in combination with the resources and leadershi
of the Federal Government, provide the strategic elements for success in a nation£
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campaign to contain and control the HIVirus. We rsk the Congress of the United
States to act on behalf of its people. That is the conclusion of my testimony Mr
Chairman. Thank you.

Mr. WaxMaN. Thank you very much, Dr. McKinney. We appreci-
ate your testimony.

e bells have rung indicating that we have a vote on the House
floor. Before we begin any questions, I would like to recess for us to
respond to that vote and then return as soon as possible to pursue
questions and answers.

[Brief recess.]

Mr. Waxman. Thank you.

The meeting of the subcommittee will come back to order. Dr.
McKinney, let me ask you this: do you think that the same kind of
educational efforts that you have been involved with should be
used for the general public?

Or do you think we ought to have tailored educational efforts to
reach different groups?

Mr. McKINNEY. Mr. Waxman, the general public is made up of
many publics, and the materials that we have developed have been
specifically tailored to each of those populations. I think it would
be an error to think that the educational effort of Gay Men’s
Health Crisis has been targeted exclusively to the Gay and bisex-
ual community.

It has not. The major effort has been to the general public, to
inform the general public. Qur three missions, our three target au-
diences, are the general public; health care providers and mental
health workers; and, third, and specifically for Gay and bisexual
men, risk reduction education.

I would aay yes, that many of the methods that we have devel-
oped are quite applicable to th> general public in the development
of any educational program. However, the specific audience must
be considered in tailoring the program, so that what we have
learned will be useful.

Whether or not this is the most useful approach via television is
a question that would have to be deliberated. Whether it is for a
classroom setting, yes: we found that to be so.

Mr. WAXMAN. M}x" Dannemeyer.

Mr. DANNEMEYER. Is the Gay Mens’ Health Crisis in New York
the one that received a grant this fiscal year Jr some $670,000
from the Federal Government?

Mr. McKINNEY. No, sir.

Mr. DANNEMEYER. Have you received a grant at all, in any
amount?

Mr. McKINNEY. Yes, sir.

Mr. DANNEMEYER. How much was the amount?

Mr. McKINNEY. We are in the second year of a research program
that is funded by the Centers for Disease Control, and for a 15
month lgeriod. The continuation grant was $434,000.

Mr. DANNEMEYER. [ see. I have some material here. Do we have
staff person that can hand this to the witness, please?

Mr. McKINNEY. Yes, sir. I recognize this material.

Mr. DANNEMEYER. Is this material published by the Gay Men’s
Health Crisis?

Mr. McKINNEY. Yes, sir.
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Mr. DANNEMEYER. When was it published?

Mr. McKINNEY. There are a couple of different—it has been over
the 1986-1987 fiscal year, and 1987-1988; each of these has come
out, it has been timed about 2 to 3 months apart. It was not all
published at one tin-e.

Mr. DANNEMEYER. Was it published and disseminated by the Gay
Men’s Health Crisis at a time when you were receiving this Feder-
al monﬁ'?

Mr. McKINNEY. Yes.

Mr. DANNEMEYER. How do you go about getting a copy of these
documents that I have handed to you?

Mr. McKiNNEY. You may call or write to Information Services of
the Gay Men’s Health Crisis. On the basis of a telephone call, for
instance, you would be informed that there are three packets of
material that are already made up.

I have brought a selection of those materials, which I would like
to ask be entered into the record today. One is an Info Pack, which
is an information pack, which is targeted to the general public.

A second is a Gay Pack, which is targeted to the Gay and bisex-
ual community. It contains everything that would be targeted to
the general public, plus the safer sex comics, and a couple of other
pieces that are targeted exclusively to the Gay and bisexual com-
munit%

Mr. DANNEMEYER. Did you mean to infer, sir, that the documents
that I handed you fit within the category of the safer sex comics? Is
that what you said?

Mr. McKINNEY. Yes. That’s what these——

Mr. DANNEMEYER. That’s what you would call that?

Mr. McKiNnEY. That’s what is captioned on what you gave me,
yes.
Mr. DANNEMEYER. There is no doubt in the mind of this member
that the material that I handed you is pornographic.

Mr. McKINNEY. Yes, sir.

Mr. DANNEMEYZR. The fact that you would distribute it—we live
in a free country, we have a free press. If you can find somebody
that has an interest in that literature, although—you distribute
this literature by mail?

Mr. McKINNEY. Yes. When requested specifically, we do.

Mr. DANNEMEYER. I would submit, sir, that if you distribute that
pornographic material by mail, gou are violating a Federal law
whicil prohibits the use of the U.S. Mails to mail pornographic ma-
terial.

I {'ust don’t think that Federal taxpayers’ dollars should be di-
rectly, or indirec.ly, assisting an or%anization such as yours in dis-
seminating pormgaphic material of this type.

Mr. SweeNEY. Congressman, if I may? We do not use——

Mr. DANNEMEYER. You can answer this: why do you distribute
this type of material? What's the purpose?

Mr. McKINNEY. I think that the answer was given to ‘you yester-
day. We publish material at all literacy levels and in different lan-
guages that are targeted for different groups, and that are effective
and useful for diff~rent groups

The safer sex comics have been designed for specific groups. They
are the most effective way of communicating with those groups.

216




213

You have used the term pornographic material; we call that educa-
tional literature.

Mr. SweeNEY. Congressman Dannemeyer, we want to make it
very clear. No Federal funds are used in the printing of these ma-
terials whatsoever. You will see in the record of the materials that
we submitted, an order form where you have to order this materi-
al, should you want to get it.

It is right here.

Mr. DANNEMEYER. I think, in your analysis, that is probably a
correct statement. But from this Member of Congress’ viewpoint, 1
don’t believe that the people of this country are comfortable with
Federal taxpayers’ dollars going to an organization that distributes
this kigd of 'naterial, with all due respect to the purpose you have
in mind.

Mr. SWEENEY. We believe it is our right and our responsibility to
educate, and to reach people with lifesaving information. We be-
lieve that the safer sex comics, in fact, do reach a certain person.
They will hear a message and, hopefully, act responsibly, and pro-
tect themselves and their sexual partners.

Mr. DANNEMEYER. I guess we have a different point of view on
that. Thank you, Mr. Chairman.

Mr. Waxman. It is your position that Federal dollars are not
being used, directly or indirectly, for these publications?

Mr. SweeNEY. That is correct. The safer sex comics are not used
in th> research program, which is Federally funded.

Mr. WaxMaN. You wanted to submit some information to us. We
will pleased to receive that.

Mr. DANNEMEYER. Mr. Chairman, may I ask that this material
that I showed to the witness be placed in the record?

Mr. WaxmaNn. We will be pleased to review that material.

{The material referred to may be found in subcommittee files.]

Mr. Waxman. I have asked that a transcript of the National
AbIDS ?Hotline tape message be included for the record. Without
object?

I would also ask that their materials that are sent to callers of
that Hotline, if requested, be part of the record.

{Testimony resumes on p. 262.]

[The following materials were submitted for the record:]
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ASEA: Nstional AIDS Hotline
Tsped Message

& Actors: 1 Mals "Announcer"

1 Mals =~ "Charscter Male”

1 Female -~ "Femals Lesd”

1 Female -~ "Blsck Female”
Announcer (A)

This is the Public Heslth Service National AIDS Hotline.,.opersted by the
Kmerican Socisl Heslth Associstion.

In this & mirute messsge, we'll give you basic information on the A quired
I muuno D eficiency S yndrome - AIDS.

Femals Lesd

We'll tell what AIDS is and how to protect yourself sgesinst infection...

Charscter Male

We'll talk about the blood test tha. detects the AIDS infection and vhere
testing ‘s svsilsble...

Blsck Female

And we'll have 8 word for women planning on having s bsby who sre concernsd
sbout AIDS.

Feuale Lesd

Then, if you have sny questions or want to be sent written information, we'll
give you the phone number to get snswers from our live operstors.

Announcer

AIDS is csused by s virus. It’s known ss the Human Immunodeficiency Virus:
B-I-V. Most people infected with the AIDS virus don't feel sick or show any
signs of illness...

There sre Paopls who do get ver sick. The AIDS virus damages part of their
body's immune system snd they gui serious diseases which sre rsrely s threst
to human beings. So fsr, in Americs, most of these people have been gay and
bisexuci men, intravenous drug users, pecple with the discase hemophillia...

and sexual partners of all these groups. Also, some —eople did gst the AIDS
wrna thranoh hiand tranafuneinns. And mare and more cases of AIDS sre now
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page 2

being seen in hetercsexusls.

leck Yemals

Vhat's the link between #ll these groups? (1) sexual contsct end (2) exposura
to blood. Becsuss, that's hov t'« AIDS virus 1s transnitted or spread.

You can get ‘he AIDS virus by having unprotected sexual intercourss with an
infected persop... or by exposure to their blood...mostly, thet heppens when
intrevenous drug users share needles or syringas... and finally...sn infectad
mother can give her child the virus during pregnancy or st birth. Women who
might be infacted should talk to their doctor or family pleaning servics before
getting pregnant. Here’s why:

Cherscter Male

There is now s blood test that detects signe of the AIDS virus...it identifies
"snt{bodies™ to the AIDS virus - that's whet your body produces to try and defend
iteslf egeinet the infection.

This hlood test is insuring thet America’s blood supply ie safe. Every unit of
donated blood is now tested and, if positive, it's not .ea.

Female Lead

If you think you've been exposed to the AIDS virie and sre interasted in having
your blood tested, you should see your personel physician - or go to one of ths
new specisl testing centers, where there is counseling sveilsble snd test results
are confidentisl, We'll give you the number for more test information.

Announcer

«..That's the basic story...The AIDS virus is not spresd like tha cold or
influenza or the measles...ic’'s spread mainly by sexual intercourse and by
sxposure to blood...

If you don't wart to get infected, tbere are only s few things to remember:

Bleck Female

One of the surest weys to avoid infection 1s not to heve sexual intercourss
or other sexual reletions: Thet's called abetinence. And there's this important
sdvise from the U.S. Surgeon General...Listen...

o
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page 3

Koop

The beaz protaction against tha infaction, right now, barring sbatinenca, ia the
uae of & condom. A condom should be uased during aexual relations from atart to
finigh with anyone whom you sra not sbaolutely aure ia free of the AIDS virus.

Announcar
Renember even a condom is not a guarantee of safety; Today everyone needa to be

"prudent" about aexual relations, because of AIDS and other aexually tranamitted
disessas.

Charactar Male

And finally do not abuse intravenous drugs; if you can't atop, please don't ever
share, or lend, or aven reuse needles or ayringes.

lead Yemale

Now, 1f you want more information by phone or by mail - take down this number
1-800-342-7514. There'a a person ready to provide ansvers 24 houra a day. The
number rgain ia 1-800-342-7514. Thank you.
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Reprmnted by the
US DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE

from MMWR, May 22, 1987, Vol. 36, No. 19, pp. 285-289

Update: Human immunodeficiency Virus infections
in Health-Care Workers Exposed to Blood of infected Patients

Six persons who provided health care to patients with human ymmunodeficiency virus
(HIV) infection end who denied other risk factors have previously been reported to have HIV
infection Four of these cases followed needle-stick exposures to blood from patients infected
with HIV {7-4) The two additional cases involved persons who provided nursing care to per-
sons with HIV infection Aithough neither of these two persons susteined needle-stick injunes,
both had extensive contact with blood or body fluids of the infected patient. and neither ob-
served routinely recommended barner precautions (5,6)

CDC has received reports of HIV infection in three additional health-care workers following
non-needie-stick exposures to blood from infected patients The exposures occurred dunng
1986 n three different geographic areas Although these three cases represent rare events,
they reemphasize the need for health-care workers to adhere ngorously to existing infection
control recommendations for mmimizing the nsk of exposure to blood and body fluids of all
patients (7-9)

Health-Care Worker 1: A female health-care worker assisting with an unsuccessful at-
tempt to insert an artenal catheter in a patient suffenng a cardiac arrestin an emergency room
apphed pressurc to the insertion site to stop the bleeding Dunng the procedure, she may
have had a small amount of blood on her index finger for about 20 minutes before washing
her hands Afterwards, she may aiso have assisted in cleaning the room but did not recal! any
other exposures to the patient’s blood or body “luids She had no open wounds, but her hands
we-e .happed Aithough she often wore gloves when anticipating exposure to b'ood. she was
not weanng gloves during this incident

The patient with the cardiac arrest died A postmortem examination identified Pneumocys-
us carinn pneumonia, and a biood sample was positive for HIV antibody by enzyme immuno-
assay (EIA) and Western blot methods Twenty days after the incident. the heaith-care
worker became il with fever, myaigia, extreme fatigue, sore throat. nausea, vomiting, diarrhea,
8 14-pound weight loss. and generahzed lymphadenopathy which her physician diagnosed as
aviral syndrome That iliness lasted 3 weeks She felt much better 9 weeks after the incident,
and. when she was examined 6 months after the incident, all signs and symptoms had re-
solved She had donated blcod 8 months before the incident and was negative for HIV anti-
body by EIA She donated again 16 weeks after the incident and was positive for HIV by EIA
and Western blot (bands p24 end gp41) Serum samples obtaned 20 and 23 weeks after the
incident were also positive for HIV antibody She stated that for over 8 years her only sexual
partner had been her husband, who denied nsk factors for HIV and was seronegative for HIV
antibody She denied ever receiving a blood transfusion, ever using intravenous drugs, or
having eny needle sticks or other significant exposures to blood or body fluds in the past 8
years Her serologic test for syphilis * sas negative Fifteen othe. employees who assisted in
the care of the patientwere seronegative at ieast 4 months after the exposure

Heelth-Care Worker 2: A female phlebotomist was filing a 10 m! vacuum blood collec-
tion tube with blood from an outpatient with a suspected HIV infection when the top of the
tube flew off and blood splattered around the rcom, on her face. and In her mouth She was
wearing gloves to protect her hands and was wearing eyeglesses $o she did not think she got
any blood in her eyes She had facial acne but no open wounds She washed the blood off im-
mediately after the exposure The outpatient’s blood sample was positive for HIV antibody by
EIA and Western blot, and & hepatitis 8 surface antigen test was negative The phiebotomist's
EIA was negative the day after the incident and again 8 weeks later When she donated blood
9 months after the exposure. she was positive for HIV antibody hy EIA and Western biot
{bands p24 and gp41) She has had no symptoms Sha dented having any sexuat contact
during the previous 2 years, ever using drugs intravenously, or ever receiving a transfusion
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Two months after the incident, she scratched the back of her hand with a needie used to
draw blood from an intravenous drug abuser of unknown HiV-antibody status She did not
bieed as a result of the scratch and has not had any needie-stick injuries 1n over 2 years Her
seroiogic testx for syphiis and hepatitis B were negative A coworker who was splattered
with blood on the face and in the mouth dunng the same incident remains serunegative 1 year
after the incident

Hee'th-Care Worker 3: A fernale medical technologist was manipulating an apheresis ma-
chine (a device to separate blood components) to correct a problem that de ‘eloped durning an
outpatient procedure when blood spilled, covenng most of her hands and forearms She was
not wearing gloves She does not recall having any open wounds on her hands or 8ny mucous-
membrane exposure However. she had dermatitis on one ear and may have touched it She
washed the blood orf herself and the machine several minutes after the spill The patient un-
dergoing the apheresis had denied nsk factors for HIV infection However. a blood sample
from the patient was positive for HIV antibody by EIA and Westem blot methods and negative
for hepatitis B surface antigen the next day The technologist’s HIV-antibody tests were nega-
tive 5 days after the exposure and again 8 weeks later Eight weeks afier the exposure. she
had an influenza-like iiness with fever, myaigia. diarrhea. hives, end a pruntic red macular
rasn on her arms and legs The ilinoss resolved after a few weeks. and her physician thought
the diness was probably a viral syndrome Three months after the incident. she was positive
for HIV antibody by EIA and Western blot methods (band p24 alone) Four months after the
incident, a8 Western biot was positive (bands p24 and gp41) She indicated that for more than
B years her only sexual partner had been her husband. who dened nsk factors for HIV infec-
tion and was seronegative for HIvV antbody She denied ever receiving a transfusion, ever
using intravenous drugs. or having any needie-stick injunies in over 2 years Her serologic tests
for syphihs and hepatitis B were negative She has an immunologic disorder which had been
treated with corticosteroids in the past. but she had not taken any immunosuppressive med-
cation for the past year A coworker with a simia. exposure dunng the same procedure re-
mains seronegative after 3 months
Reported by Hospitel Infactions Program and AIDS Program, Center for infectious Diseases. COC
Editoriel Note: Three instances of heaith-care workers with HIV infections associated with
skin of muc~+.s-membrane exposure to biood from HIV-infected petients are reported above
Careful investigation of these three cases did not identify other nsk factors for HIV infection,
although ur--cognized or forgotten needie-stick exposures to other infected patients cannot
t - totally excluded The exact route of transmission in these three cases 18 notknown Heaith-
Care Worker 1 tad chapped hands, and the duration of contact with the blood of the patient
experiencing a cardiac arrest may have been as long as 20 minutes Health-Care Worker 2 sus-
tained contamination of oral mucous membranes This individual also hed acne but did not
recall hav- j open lesions In sddition. she had sustained a scratch from a needie used to draw
blood from .n intravenous drug abuser of unknown HiV-infection status Health-Care Worker 3
had a history of dermatitis involving an ear Hea'th-Care Workers 1 and 3 were not weanng
gloves when direct contact with blood occurred Hea'th-Care Worker 2 was weanng gloves.
but blood contaminated her face and mouth

Three ongoing prospective studies provide data on the magnitude of the nsk of HIV infec-
uon incurred when heaith-care workers are exposed to blood of infected patients through
needle-stick wounds or contamination of an open wound or mucous membrane iIn a CDC
cooperative surveillance project {70), a total of 1,097 heaith-care workers with parenteral or
mucous-membrane exposure to the blood of patients with AIDS or other nianifestations of
HIV infection had been enrolled as of March 31, 1987 Needle-stick injuries and cuts with
sharp objects accounted for 969 (B9%!) of the exp. sures to blood. 298 of these had paired
serum samples tested for HIV antibody One (0 3%) seroconverted (2). indicating that the nisk
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of transrussion dunng these exposures 1s very low In addition, 70 health-care workers had
open wounds exposed to blood, and §8 had mucous membrane exposed to blood Postexpo-
sure serum samples from 82 of these 128 workers have been tested for antibody to HIV.

"none wes seropositive

In @ study et the National Institutes of Health (77) through Apnl 30, 1987. none of the
103 workers with percutansous exposures and none of the 229 workers with mucous-
membrene exposures to blood or body fluids of patients with AIDS was seropositive At the
University of Califormia {72), none of 83 workers with open wounds or mucous membranes
exposed to blood or body fluids of patients with AIDS was seropositive Although the precise
nsk of transmission during exposures of open wounds or mucous membranes to contaminat-
ed blood cannot be defined, these studies indicate that it must be very low

The three cases reported here suggest that exposure of skin or mucous membranes to
contaminated blood may rarely result in transmission of HIV The magnitude of the nsk is not
kncwn since data on the frequency with which such exposures occur are not available Skin
and mucous-membrane exposures are thought to occur much more commonly than needle
sticks, and the nsk essociated with skin or mucous-membrane exposures 1s hikely to be far
lower than thet associated with needle-stick injunes Nonetheless, the increasing prevalence
of HIV infection increeses the potential for such exposures, especnlly when routinely recom-
mended preceutions are not followed

It1s unlikely that routine serologic testing for HIV infection of all patients admitted to hospi-
tals would have prevented these exposures since two of the three exposures occurred in the
outpatient chinic setting, and one occurred durning a resuscitation effort in an emergency room
shortly after the arnval of the patient At the time of exposure, Health-C are Worker 2 suspect-
ad that the source patient was infected with HIV, but Health-C are Workers 1 and 3 did not
The hospital where Health-Care Worker 3 was exposed has a protocol for apheresis which
normally involves HIV-antibody testing of donors, however, such testing was not done in ad-
vence of the procedure Previous CDC recommendations have emphesized the value of HIV
serologic testing for patient diagnosis and management and for prevention and control of HIV
transmussion (73] and have stated that some hospitals in certain geographic areas may deem
1t appropnate to initiate serologic testing of patients (7) Such testing may also provide an op-
portunity to reduce the nisk of HIV infection to health-care workers, but it has not been estab-
lished that knowledge of a patient’s serologic status increases the comphance of health-care
workers with recommended precautions

These cases emphesize again the need to implement and stnictly enforce previously pub-
hshed recommendations for mmimizing the nsk of exposure to blood and body fluids of ell pa-
tients in order to prevent trensmmission of HIV infection in the workplace and dunng invasive
procedures (7-9)

1 As previously recommended, routina precautions must be followed when there is a possi-
bility of exposure to blood or other body fluids The anticipated exposure may require
gloves alone (e g, wren placing an intravascular catheter or handling items soiled with
blood or equipment conterminated with blood or other body fluids) Procedures involving
more extensive contact with blood or potentially infective body fluids (e g, some dentel or
endoscopic procedures or postmortem examinations! may require gloves, gowns, masks,
and eye-covenngs Hands and other contaminated skin surfaces should be washed thor-
oughly and immediately if accidentally contaminated with blood (7) These precautions
deserve particular emphasis in emergency care settings in which the nsk of blood expo-
sure is increased and the infectious status of the patient 1s usually unknown { 74}
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2 Previous recommandstions hsve emphssized msnsgement of parentersl snd mucous-
merabrsne exposures of health-csrs workers® In sddition, hesith-csre workers who sre
involved in inCidents thst result in cutsneous exposures involving Isrge smounts of blood
or prolonged contsct with blood — especially when the sxposed skin 18 chspped. sbrsded.
or afflicted with dermstitis—should follow thess $sme recommendstions Moreover,
serologic testing shouid be svailsbis to sll hesith-csre workers who sre concerned that
they msy hsve been infected with HIV
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source patient 1s seronegative and has no other evidence of HTLV HI/LAV [sic] infection. no further
follow-up of the HCW 1s necessary If the source petient csnnot be identified. decisions ragsrding sp-
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The Prevention of Acquired

Immunodeficiency Syndrome in the

United States

An Objective Strategy for Medicine, Public Health,

Business, and the Community

Donald P Francis MD, DSc, James Chin MD MPH

Human immunodeficiency virus (HIV) 1s one of the mos! virulent infectious
agents ever er This werus, d to kil up to a half of those
wnfected, has spread 1o more than 1 millon Amencans There is no safe and
effective treatment Nor 1S there 8 vaccne From our understanding of HIV
transrmussion, further spread of the wms <an be stopped by the use of vanous
lcehmqyu‘l’hc bined use of -skill building

an ummeduate and effective medical and
social response to furmmuze the pan,
suffening, and social upheavals eaused
by these silent infections of years past
With our current understanding of
AIDS it is clear that virtually all future
can, at least theoretically, be

screening, and contact i could or y

ptwenud Given the opponum!) Ge.

reduce transmission To wcomphsh this reduction an immense

and skalls), in

by physicians, public health practitioners, business, and Y organiza
tions 1s required 10 get across the simple prevention ges Those 9

d lhonld be able to modify thewr

are (1) Any uxull mmoouru (outside of mutually monogamous of HIV
ps) must be protected with @ condem (2) Do not
ﬂmmommuws (3) A women who may have Yeen exposed
should seek HiV-antibody testing belore becoming pregnant and, if postirve,
avoid pregnancy Only through a concerted, vigorous. and sustained prevention
pmgrlm that deals frankly with this problem will those individuals at nsk be
o take pe: Dility 10 protect
Without such an effort, acquired ummunodehc.ency syncrome will continue to kil
Sver-increasing numbers ot A aencans

ASOFelHyl!Sl.lboulaoooomd
immunodeficiency syndromie

(Al DS) were reportad in the United
States, and it is expected that another
250000 or more wall be recorded by
1991 In some communities, suchas San
Franasco, where the toll of over 1000
desths recorded as of early 1986 had
already exceeded the number of deatns
of soldiers and saulors from thus aty for
World War I, World War 11, the Korean
War, and the Vietnam confuct com.
blmd the pun and suffenng of pa-
ﬁmu. their farubies, and their fnends
has been immense. In addition, the

Fam e Corsers for Disasse Corami Atants (O
Francul. intechns Dusane Barch, Comterna Decent
i of Mool Sorvces lnnoq(brumunm
A} snd Owperyment of Epicemstugy Unversay
Castarrg Sches -MI:MMDW)

The SPruens SpRased in I'va MArUecrol v Thote
o 1 SUhary and NSl NECSRASNYy NGBS of e Carders
for Diosse Corawl & e Caslomus Duparvment of
Houh Servecen
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omu Oeparirant of Heshh Sermces 2151 Bereiey
mmuumtﬂvhml

JAMA, Masch 1) 198701 257 No 10

Q

RIC

Aruitoxt provided by Eic:

UAM A 1991.2571357.1364)

8002l damage—in terms of valuable and
proiucuve persons lest and medscal e
penditures incurred—has been enor-
mous® and ts still increasing

Current evidence suggests that the
etiolopic agent of AIDS has been pres-
ent 1n localized areas of central Afnes
for at least severa) decades,’ and only

See 0150 pp 1367 €nd 1376.

h o protect themselves from
mleeuon.'l‘hem”erqusuonu canour
s0cety unute to umpart effectively the
needed information, motvation, and
aldlls to those at nsk to stop thus epi
demc? The answer to this question
depends on, first, having & commitment
to intervene effectively; second, devel-
oping a reasonable, scientiically and
soaally sound intervention plan, and
third, implementing that plan as rapidly
as possible

Thn Teport will review l.he current

ng the

md transmissior. of the ALDS vrus 1n
the United States, outline 3 prevestion
plan dosed on that knowledge, and de-
senbe the major problems confronting
effective prevention and control.

THE VIRUS AND [TS PATHOGENESIS

Human immunodeficiency virus
(HIVY (also known as lymphadenopa-
thy-associated virus,” hutnan T-<ell ym-
7 vrus type 11, and AIDS-

dunng the past few years has it been
spreading extensively \n Afmca. the
Unruted States, Huts, and Western Eu-
rope ' The large numbers of cases of
AIDS now bewng documented 1n the
United States, and throughout the
world, are prmanly a result of infec-
tions that occurred n the 1970s and
early 1980s, before the causative virus
was 1solated and ita pathogenesis and
transnussion understood As such, the
current disaster was, to a large extent.
an unpreventable one that now requires

assocated retrovirus), the etiolognc
agent for AIDS, s a retrovirus capable
of rephcating in a inuted number of cells
in the  buman body, including lympthhv
cytes,*" macrophages,’ and eells of the
central nervous system ** Typical of
retroviruses, HIV integrates ns ge-
nome into the genome of the host eell,
after w] progeny viruses are pro-
duced Soon after infection, antibody to
several protens of HIV develop, bm
these bodies are not Uy
protective Indeed, one of the most re-
tnarkable aspects of KIV 13 1ts propen

Prevention of AIDS—Frances 8 Chn 1357
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sity for producing a persistent viremic
(*carner”) state 1n a high proportion of
infocted people despite the presence of
antibody (see “The Signuficance of Sero-
positivity® section). The pathogenesis of
HIV s related to the destruction of the
*helper” (T4) subsct of T tymphocytes.
which are cntical 1n muntaining immu
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with an infected partner 13 unkn0wn
There are individuals, both heterosex
ual and homosexual, who have had re
peated sexu.i relations wath known in
fected persons without having been
tnfected Yet thecs.are others who re
port having had only one sexual encoun
ter and have then developed AIDS In

dd a report from Australia® that

nologic p In add neu-
rologhc disease appears to be a direct
result of HIV-induced dutrumon of
bran cella®

TRANSMISSION

Transwussion of any human virus re-
quires a portal of exit, survival through
the environment into which it s re-
leased, and entrance into a susceptible
host with establishment of infection ina
cell capable of supporting replication
The HIV has been 1solated from flmds
obtuned from a vanety of body sites,
including blood,*'" semen,®* vapinal
flud,** tears, and saliva " Epidenuo-
lopic gadyes have establish ed that those
fluids that piovide suffiaent virus for
transmussion seem to be Lmuted to
blood,** umen.‘"‘ and vagunal secre-

Pre the p of

tal transmussion cpisodes In to.al the
relatine absence of H!V tansmussion 1n
hospitals, even to those who have re
ceived aceidental needie sticks from in
fected pruents, 1s strlung and v direct
contrast to the high infection rate seen
with hepatitis B virus after such ace:
dents

Regarding future projections of

four of exght women developed an infec-
tion after they were insenunated with
semen {rom an infected sperm donor,
and a report of infection of a female
chimpanzee by intravaginal mocula
tion,™ suggest that a single encounter
with HIV s sufficient in some situations
to tnfect

Btood-Borne Transmission

Inoculation of HIV intravenously
appears to be an efficient means of
transnussion regardless of whether the
tnoculum contains cell-free varus® or
cell-associated virus * The fajor deter-
nunant of outcome of exposure appears
to be the amount of virus inoculated
Large tnocula given inthe form of trans-
ﬁmd blood almost universally result in
* whereas small inocula of

tions ®* P
lymphocytes th these fluids increases
the concentration of infectious virus and

blood on the end of a needie seldom
mult ininfection ® This appearstobea
of the

pattern changes, concern
has been rarded about the geneuc van-
ability of H1V Could genetic changes of
HIV result tn increased transmussiolits
or transmission by other than recog-
ruzed routes® Some have suggeied that
a dramatic mutation of a preexsting
Afncan stramn allowed this varus to
change its epidenuclogic charactersacs
i Alnca and eventualh  spread
throughout the world But there are no
M‘nun 1solates befor! 1976 to support
or disp this hyp

other equally phusnble explanazions
have some support tn fact. For example,
the apparent increased Lransmussion re-
cently observed in urban Africa s ikely
aue to soctal rather than viral change
Over the past few decades there have
been major population shufts from rural
villages to urban centers tn many Af-
ncan countnes Thus urbamzanon, to-
gether wath the proliferation of pros-
titution tn cities, and possibly the ute of
contamunated needles and blood Lrans-
fusions tn hospitals and clinies could be
the root causes of the amphfication of
tn Afncs of 3 virus that

may be important, or even I, for of infec-
transmussion. tious virusan blood, which 1 relatively
Those sites best swited for the estab-  low,’ and the amount of blood on the end
Ushment of infection after exposure ap- d 3 n«dle which is small The hck of
pear to be the vascular system (includ- P or , qured HIV
ing open wounds of the skun®™), the perus infe ind, that unbroken slan
(presumably the urethrs), the agina,® u pmbably 2 good bamer to transmus-
and the rectum The oral mucoss sp- s0n, , reports of p
pears relatively inhospitable to the es-  infection thmgh nfamed skin are of

tablishment of infection, ™ yet the in-

fection of annfant, presurably through
breast-feeding,” leaves room for con-

potent:al concern ®

tially infectious fuwids on upper
gqutrointestinal tract mucous mem-
branes (at least of newbern infanta).

Sexua! Transmission
The HIV neffectvely d by

Perinatal Thmmlulon
Tr from infected mothers
to thewr infanta can spparently occur in

utero,” during partunton,” or dunng
postpartum breast-feeding * The rela-
tive efficiency of pennatal transmussion
13 probably quite high but has not been

may have changed Little oer the years
Support for thus hypothesis comes
from the fact that despite considerable
vanation of the nucleotide sequences of
vanous HIV solates, the transmussion
patterns of the vairus have remaned
remarkably consistent. Indeed, nince
the armival of HIV tn the Unuted States,
the transnussion patterns have been
marxed more by consistency than by
change The proportional distnbution ¢f
casesamong the vanous nsh groups has
despite a

well established and may vary

sexual contacc between men,® from
men to women,™*™* and from women
to men. ®** The difference in trans-
mussion efficiency, if any, between anal
intercourse and intercourse s
not kmown and contanues to be disputed
What is known is that many persons
have been m.kﬂzd by both types of
men, it app
um receptive anal intercourse 1s a more
means of tr than s
tnsertive anal tntercourse or any type of
oral-genutal intercourse * With vagunal
3¢ 1t app that
sion rates from men to women or from
women to men may be mumular® The
exact nsk of infection for 8 susceptible
person having a single sexual encounter
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ably between women “®

Other Routes of Transmission and
Potentlal for Ch.ange

Despite detaied serologic studies of
close contacts of infected persons™ and
investugations of AIDS cases,” noother
form of transmussion has been docu-
mented A single epuode of possible
wntrahousehoid transmission between
two brothers has been reported ® The
few instances of transmussion to hospi-
tal workers can be attnbuted to contact
vm.h or mocul.mon of bloold Two out-

of H

s10n to indiduals who performed du-
ties mirular to hospital nurses®® are
presumably simular to the rare in-hosp:

o

marked increase tn the number of cases,
multple  generations of passage
through humans, and wide dupersion
through different racial groups

NATURAL HISTORY OF INFECTION

Infecuon with HIV cames a poor
prognoss  Although follow-up of sero-
positiveindsviduals in the Unuted States
has been Lnuted by the relatively recent
introduction of the virus nto this coun-
try, already 1t 1s clear that the morabty
from this virus la high Between 13%
and 34% of antibody-positive homosex-
ual men, intravenous (1V) drug users,
and hemophibacs followed up for up to
six years™ " have developed AIDS Such
dramatic proportions of severe dise -e

Prevenion of AIDS —Francis 8 Chin




development among nfe ted individu
als arc fnghteming making HIV among
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tremely difficult to sort out the impor
tance of other possible cofactors

the seventy of HIV grows even greater
be cof;

one early cn,

Tadu 1 —Moranty From Viral Infector s

fected women,* hormonal levels ma;

Wecien N Desins
the most dangerous viruses affecting Despite thege Lmitations, some other  ——

v humans (Table 1} Furthermore, when  factors (eg. age) appear to be impor- o » .
these mortahity figures are Joined watn  tant  Evidence indicates that infants s o gl
the high prevalence (25% to 40%) of  may have extremely high rates of pro- e %
other AlDS—relaled conditions, the pos- grusm disease (M Rogers, MD, wnt. [ 3
uibility of: con- &nwn for Disease e \
ditions,® and the realization that the Corn.rvl Atlanta, June 19861 At the v (aosy 2585
current observation tmes for infected  other extreme of the age SPectrum,  pssas 8 face snd chonci 5

. persons represent only a fraction of the  older homosexusi men appear to have  uss 38
potential ume dunng which diseases  higher disease progression rates than  mwe . <0+
may become apparent in the natuial  younger ones ® Since pregnancy may
history of this virus, concern regarding  also increase the rates of AIDS in in. *Oats rwn Evane @

THY st human evhunedeioency wnus
Am--m'm A Na

g the
infection, and one later,
progression toward disease once infec-
tion has occurred Some have hypoch-
esized that preexisung conditions, such
28 IMMUNOSUPPression or antigen expo-
sure, may meum“v..:e likelhood of

do nonstimulated lymphocytes *

Other in-combination influences have
been studied in regard to Kapos:'s sar-
coms, since 1t 13 30 prevalent 1n homo-
sexust p with AIDS as compared

to
HIV Ths has not been conﬂrmed n
laboratory expenments with clum-
panzees, wheu snfection has been rud

with others Amyt and butyl nitnte
(*poppery’), stimulants commonly vsed
by wme homosexual men, were ong-

a3 ble causes of

other antigens * Yet outside the lsbora-
tory, certan conditions, especially
those that facilitate trangmitted virus
coming 1n contact with susceptible tar.

iy b d with IV or
exposure to HIV 1n the absence of - MDS " They have subsequently been
ession or with  suggested as cofactors in Kaposs sar.

coma, but this latter 1ssue remans
open as other factors (eg. cownfecting
viruses) have not been thoroughly in.
ves

Many have speculated that there may also influence outcome Repeated stim-  sen Acasemy of Scmcesngiute of Mescine o
for the develop of ulsuon with foreign antigens, another "'"‘""“'""”"'”“’“‘1'_;:
AIDS Such cofsctors could have a ma-  possble cofactor, has omn been RY-  cvacean The 5ioe s1aied et 81 overs Pgher Percan
Jor effect at two quite separate imes- pot!mnud s of A0S £
Sihce ""_M. Y v, et ot it 0 svedabie datn
ffecting the ' jated with
r!pbutnbe virus more eﬂ\mndy than UG MD. wntten

tion, January 19871 Except duning this
window phase, current data indicate
that 3 negative ELISA test resu't
means in virtually all instances that the
:lu.-vldual has not been infected wth
Iv
Sime HIV integrates in the hosts
genes and, thus, can presumably sia
istent 1 an infected host, all anuoeo:-
positive persons must be consicerec
potentially infectious In actuality, onls
about 65% of antibody-positive persons
have had recoverable virus arcwating
1 their blood at any piven time, based
on one isolation attempt ® \Wnether tne
body-posive but virus-nezame
persons m truly free ofinfectious virus
or whether they represent only a tran-

cytes at potential sites of varus exit and
entry may well be cofactars for infec-
tion.

Few colactors for disease progression
have been found. Some have hypoth-
esized that reexposure to HIV may
increase ones chances for disease, yet
there are no other models in varology, at
least that we are familiar with, that
would support this Furthermore, such
3 hypothesis is difficult to reconcile with
the observation of AIDS following expo-
sure to 1 unit of infected blood ® Yet,
something must determine why some

infected persons progress rapidly to
develop AIDS, vhxl: others esther pro-
gress slowly to the irreversible immune
state or do not davelop AIDS One
mayor factor is time * Those who have
been infected the longest have the high-
est nsk of developing AIDS Indeed,
unul cohorts of infected individuals are
followed up loag enough to observe the
entire natural history of thus infection
and the collected information used to
control for the ume factor, it 13 ex-
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may improve the chance of successfu)  THE SIGNIFICANCE OF
transrmussion. Thus, one could hypoth- SEROPOSITIVITY

that the The serologc tests for d g HIV  sient viny
populstions of macrophages or lympho-  antibodies have proved to be extremely

senntive and lpta!k. Individuals

T state, or whether
currently avalable lsboratory tech.
mquu are not sensiive enough to de-
wirus 1n them, wul be

whose serum lests g ive by

ensyme-linked immunosorbent asssy
(ELISA) or, if borderiine m:ﬁve by
ELISA, are also positive by sppropn-
stely done Western blot or immu.
nofluorescence 83333y may be consid-
ered to have been infected by the virus
But, tn some situstions, misinformation
ean be generated by ELISA tesung
alone The ELISA test, when used in
c‘lmup‘hkm 3 hngh wwalmcc of m!ec
on, ke

ehnhd only by additiona) studies

PREVENTION OF TRANSMISSION
At the present time, there are no
effective vaceines or chemoprophy lact:c
drugs for the prevention of HIV infec
tions Lukewse, no effective treatment
exists for HIV infection once estan-
shed Since there are no known ammal
or insect vectors and the virus is not

men, has a high pnuuve pndmm
value. However, when it i used in
groups with s low prevalence of infec.
tion, most of the “positive” results are
low-reactive ones and generally turn out
Vuxh’h‘c-pwﬁve "Al':o. ’:vnu:uh?r

after infection viral replication can oc-
cur in the absence of 3 detactable sero-
logic response For HIV this “wandow
phase” appears to be 3 matter of a few
weeks tn most indivniduals **® hyt 1t hag
been known to last up to six months®

tr d by the respi y or fecal
oral route, prevention of HIV transmus.
si0n muat be directed at person-to-per-
son spread via sexual, blood -bome. and
pennatal routes (Table 2.  C Cher-
mann, MD, 1n 3/ ne 1986 presentation
at Colloque des *Cent Gardes * Parts,
reported that he detected HIV-related
nucleic 8md 1n & vanety of insects 1n
Afrca, but no evidence of vural infec-
tions of insects or transrussion by wn-
sects exists.)

‘The fo..owing approaches for preven-
tion are presented according to the im

Prevenioon of AIDS—Feancis & Chn 1389
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portant snd documented routes of HIV
transmssion tn the United States They
represent the only available methods of
Lrmting or preventing HIV infections at
the present time and n the loreseeable
future. These methods should be ac-
tvely unplemented The exact effec
tiveness of some of the proposed mea-
sures has not been fully documented
Nevertheless, they should be umple-
mented, as soon as possible, together
with parallel efficacy evaluation studies

Sexuat Tiansmission

Sexual transmussion of HIV can be
avoided if infected persons do not have
vagnal or anal intercourse with suscep-
uble persons or i, dunng intercourse,
e/fective barmer techruques are used

There 1s no nsk of sexual transmus-
sion of HIV for those who practice
sexual sbatinence. Furthermore, there
13 no nsk of infection if neither partner
1 infected Thus would be the case for
couples who have been mutually monog-
amous since the introduction of HIV 1n
the United States (presumably in the
mud-1970s) nmlddwbetrue(ume

indieate that sexually scquired HIV in-
fection 18 due to vagunal or anal inter-
course where semen, vagunal flud, or
blood 15 shared between partners Yet
such studies are not capable of detecting
1solated transmussion due to other lypa
of sexual acuvities The “protective sex”

guidelines given here are based on data
available as of early 1887 Unfortu-

receptive anal intercourse With a homo-
sexual or bisexual man carmed a conad
erable nsk of infecion The prevalence
of 1nfectic) In thus group today 1s ex
tremely lughin most urban areas Even
with profound decreases in the number
of sexual partners, the nsk of infecuion
1n this commusnuty remains hagh because
of the present hagh chance that anv
single sexual partner 13 infectious *
Considerfble confusion has sur-
rounded the 1sue of what homosexual
sex practices are safe This confusion
has been due to several factors (1) the
dalﬁcnlly in sbtarung and interpreung
sex practice—4| nsk data, (2) dus-
comfort on the part of the heterosexual
majonty regarding discussions of homo-
mnu.l' nx&and (3) the pouncal sul-

wcuding pubbc health agencies, to
¢mms of ad u, homosexuality f
they pnnmlpu ety guidelines for
homosexual sex. The result has been
either sbsent or confusing recommen-
dations from traditional publie bealth
suthonties In this vacuum, vanous lo-
al groups have mde their own, often

nately, true efficacy data eval

these guidelines are not avaulabl Thus,

C ded the 13-

these puidelines must be understood to
be intenim ones, requinng penodic revi-
sion as evaluation data become avaul-
able

Protective Sex.—Protective sex re-
fers to sexual acuvity where no semen,
vaginal flwd, or blood 1 exch d be-

l@udh«m\nlhmbmu.nym-

such pnmeu adversely affect AIDS

tween partners Sunce the slan and oral
mucosa appear to be relatively resistant
to virus passage, Protective sex &an
involve practices such as kaasing (if no
oral lesions are present), hugging and
caresung, and genital manspulation (if
no slon lesions exist). It also can involve
vaginal and rectal intercourse, provided
2 condom 13 worr st all times. The
recommendston for condom use is
made b doms (of high qual-

Lirmata of current |
formpleswhoh-vcbeennhwnwbe
free of infection by servlogic testing (see
*Couple Counseling” section)

Outside of these situations, indivadu-
als who choose to have sexual relations
place themselves and/or their partners
at nsk of infection However, the extent
of that nsk can be decreased by, frst,
brmting the number of sexual partners
Statustically, the fewer different part-
nenonehu ths;oleu bikely that one wall

1ty®) have been shown to be effective
barners to viruses, wchiding HIV,®

P i euhou‘ hh that

ices can
mumtmmmﬂhr
eduaﬁoul and support for

protective

‘h-erhkdonl-gemulmnsppu
ently low, but, as semen aan harbor
virus, this practice may carry some nsh
of infection.

Heterosezual Men and Womenm —
The frequency with which a perton
chooses to practice unprotected sex de-
pends on the risk that he or she s
wdhnguuke ‘nweumnlnskof

and prelurunary data suggest that sex- f ofagivenh

ual partners of infected people may be  in the United States 1 low, but iniec-

protected by the use ofcondoma ® How-  tions and AIDS cases are certualy ce-

ever, a3 with the use of condoms for  ing acquured by heterosexual contact

pregnancy prevenuon, falures can be Lope wmlld dictate that thm ouunde

Uy 1f the condoms are

not used wmsunlly and econtinuously vho ‘wsh to mirumize therr nsk should

with all sexual partners The use of  hmit their total number of partners and

nonoxynol S~contaunuing jelly (sold L practice protective sex all of the ume
th v de) may be a The efficency of heterosexual trans-

posure can be
m.nher lunsted by selecing sexual part-
ners at low or ne nsk of infection, since
the prevalence of infecion vanes
greatly by sex, geography, and sex
practices (Table 8). Third, the practice
of “protecuive sex” should be sble to
prevent transmussion even if one part
ner 15 infected Emdemiologic studies

useful protective adjunct to condoms
since this substance has been shown to
wnactivate HIV and lall lymphocytes ®

Sﬂtlﬁc Issues snd Problems —Ho-

IMen —Tx of HIV

among homosexual men appears to be
due aimost exclusively to receptive anal
intercovse * As of 1987, unprotected

mussion, especially from women to men,
continues to be an issue At least in
Afnca and in the limited studies in the
United States, such transmussion cer-
tanly occurs Although the exact nsk
for a given sexual encounter remans
unknown, one must presume that in the
United States HIV 13 transnutted sex-
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ual'n in bo'h directions Infection with
this virus has potentially dirc conse
quences thereforc, sexual partners
should carefu , weigh the nsks of un
protected scxual encounters nu&ude of
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with drugs Educational prograr:
directed toward teenagers, drug using
commurnitics, and staffs of drug chnics
need to emphasize the potential dan
[en of shanng drug paraphernaba

fic Issues and Probl —In-

Pros'itutes are a major source of 1n-
fect.on in central Afnca™ and probably
nsome European countnnes Some may
have moderate to high rates of infection
inthe United States®—especually those
who are usery of IV drugs

As with homosexual men, the nsk
associated with oral-gemtal sex 15 ap-
parently low, but, as semen and vaginal
secretions can harbor virus, this prac-
uce may carry some nsk of infection

Blood and Blood Products

Infection from donated blood and
blood products could be prevented i
matens! from infected donors could be
wdentified and discarded be fore admurus-
tration The Food and Drug Admurus.
tration has mnstituted regulations and
guidelines to protect blood and blood
products from HIV infection These in-
clude (1) self-deferral of donors belong-
ing to high-nsk groups (insututed in
March 1963), (2) testng of all blood and
piasma for HIV anubodies and dxscud

13 genera) agrecment that women xtio
are 1n high sk groups (1V drug users,
prostitutes, women with multinle cex
ually transmitted infections women
from HIV endemuc aieas, or sevual

travenous drug users often have lttle
forenighted health” interest and, thus,
may prove to be the greatest challenge
for inatilbng behaor change
Intravenous drug use s ilegal
throughout the United States How-
ever, aystems have been designed to
deal wath addiets 1n medical faubties
without threatened incarceration
Duscussions of drug use and, more
specifically, of means by which torender
drug use safer have beeninterpreted by
some as an advocation of drug use Asa

of hugh-nisk-group men) should
be screened and coungeied ®

THE ROLE OF CONTACT
TRACING/NOTIFICATION
Purpose of Tracing

The purpose of tracing sexual or nee-
dle-shanng contacts of infected people
13 10 trace the chain of transmussion to
its termunus At that pownt there mas be
an infected person having nsk-provok-
ng contact with znother susceplble
person nr persons With appropnate
of the infected

result, many hesith ed s have
avoided the subject
Intravenous drug abusers often do

* not engender sympathy from those re-

sponsible for providing funding for in-
tervention programs or those responsi-
ble for public health
Slots for drug treatment chirues are
often not avaiabie, preventing those
who want to stop using IV drugs from
doing so
lnu-avemms drug abusers, if HIV
P , will bkely serve

ing uruta that test poaitive ituted

Apnl 1985), and (3) heat inactivation d
products, ke factor VIII, that can tol-
erate heating (initiated 1n 1984 for factor
VIII} These precautions should virtu-
ally elrunate the nsk of HIV infection

steps 1 their manufacture that phys-
xally remove and/or cherrucally inacti-
vate virus, like immunoglobulin and
hepattis B vaccine, have always been

as 2 major entree o the wirus into 3
segment of the hetervsexual commu-
nity, most pronunently an the urban
poor communities. Indeed, an urly,

and sumpuble contacts, further trans-

nussion can be prevented The speciic
guidclines to be piven to the interfacin;
contacts would be the same nsk-spec:iic
ones presented above (Table 3}

Specific issues and Probiems

Although contact traang/notfication
could be useful for interrupting chans
of HIV transmussion, the cost of finding,
testing, and counseling individual sex-
ual or needle-shanng contacts o wn.
fected ndividuals 1 considerable Even
under the best of circumstances, the
task 13 expensive, but aften with indi-
viduals who have the largest numoers of
the identifying informaton on

aggressive pi effort is req
to prevent further extension of this
virus into socal/ethrc trunonty urban
commumties.

Provision of sterile needies and sy-
ringes to drug users 13 a con
yet possibly effective, eonuvl modnhty
that further

contacts may be lmuted, and the sk
becomes even greater. Thus, for these
“fast lane® individuals, the assumpuon
must be made that all mthun the group
should come 1n for testing and counsel-
g l-‘or persons with fewer coptacts

Imenand IVdrug
users in lower-nsk settings and espe-
aally women in the childbeanng ag!)
whase locatng information may be
more readily available, more intensive
efforts, both by physicians and health
departmenta, s justifiable

There 13 concern, espeaally in the
homoux\nl community, regarding me

considered safe,” and all of the labory- Drugmeinahmdunu affects
toryand epdemsclogic data collectedan oy - A1 DC revention activities, espe-
m’:&m .‘:h:'f:l years have cally protective sex. The use S drugs an
o Y assocation wath sexual pracuces 13
lent 1n many includ-
Neadle and Syringe Sharing g the hommnul male community
! eedle- and syninge-sssociated Hlv .
infection could be avorded if'
wnjection paraphernaba were not shared Mother-tonfant HIV iy could

among wdivnduals The message for
AIDS prevention 18 obvious stop the
use of 1V drugs, or, at a muumum,
elbrmunste shanng of unstenlzed injec-
uon paraphernalia. For some addicted
1V drug abusers, this is difficult or

. umpossible, and other options, such as

Q

disinfection  with readdy

be avoided if infected women would not
become pregnant. Because of the po-

ity of contact
cation Few dispute the need or the
potential benefiaal effect of refernng

unual hugh nsk of infant infection and  contacts for tesung and educaton The

the prelinunary clirucal findings that  concern rests with individuals who, be-
p y 1taelf may accelerate the de- m( uncomfortable wth nonfying their
vehpmemdAlDS it seems ask the phy or
at this ime to recommend that infected hedmdcpuunntwdnmemun;md

women p y untd more

agents (eg, blesch), lhould be sdvo-
cated Furthermore, sddicted persons
who desire to enter rehabulitation pro-
grams should be encouraged and al-
lowed to do 30 OQutside the addicted
population, there 13 evidence that sub-
atantial numbers of persons expenment
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18 known about the nsks and prevention
of perinatal infection.” The quesuon is
then, how can infected women beident-
fied” With the low infection rates n
most female populations of childbearing
age, general, routine screerung 13 not
warranted at this ume However, there

volunteer the names to these thurd par-
tes Thus is s debeate situstion, but one
that has been successfully addressed for
decades in public health chincs For
those physicians not comfortable or
traned in contact traang, referral to
hughly expenenced health department
staff should be availabie
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eine< Furthermore, because (at leastin
the laboratory) immunologic stimula
tion of Ivmphocms accelerates wiral

p * exposure to foreign ant
g ns may accelerate disease progres
si1on 10 humans Thus, individuals who
discover that they bave been infected
with HIV should be encouraged to de
¢rease their antigen exposure by de-
creasing thewr nur per of sexual and 1V

Susceptibie Persons

If uninfected (antibody-negative) in-
dividuals at increased nsk of infection
could be identified and counseled, thewr
nsk-taking behavior might decrease

Grous % Intocted
men
STO conc (San Feancracal n
Rangom (San Francecol "
N engusers
oo Yorn Cy s
$oa Francraco L]
Poesmoshiacs (lactor Vil e
Fomais prosmiites dru
phpils s 5 encounters
Mam “
Hakany
New Yorn Cay .
L .
Wemen
Biang Senors (ARanta} 00t
Magary ppgiconin 008

lubsunmlly The value of one-on-one

STO sty wsnsmites @seane IV swivenous

THE ROLE OF SCROLOGIC TESTING

The serologictest for HIV antibody 15
potentially an important ool for pre-
vention There has been considerable
rsunderstanding and controversy in
the past about the value of seroiogc
tesung, the murnyonheusl :mdthc

d around knowledge
of one’ serolofic status can enhance the
effects of education programs on behav-
wor modification For example, serologie
testing, combined with counseling, can
have a profound effect on encouraging
low-nsk sexusl practices among seme”
but not all™* homosexual men

Couple Counseling

The serologic test also has a role for
couples of whuh one partner has been

fears of violation of
However, this controversy appearsto be
dechiming as the value and accuracy of
the test are documented and as assur-
ances of confidentiality are mantained
and strengthened Indeed, encourage-
ment of serologic testing has been rec-
ommended™ for several reasons, and
they are outlined below according to the
target groups involved

infected Persons

Ifall iniected (antibody-positive) indi-
widuals could be 1dentified through vol-
untary and confidentiai testing pfo-
grams and f these individuals couid be
counseled on ways to prevent exposure
Lo others. then a major step toward
decreasing AIDS could be achieved
Infected men and women could be ad-
vised of their nsk to sexual partners or
those exposed to their blood Infected
women could be advised to avoid preg-
nancy Along with thus benefical pre-
ventive effect, serologically identifying
infected persons could have significant
clinucal benefit to individual patients
‘The knowledge by the patient and phy-
sician regarding infection by this varus
could lead to earlier recogruuion and

desure
tohave unpmtmd sex and one or both
have been at any nsk of wnfection. 1t 15
reasonable to test the at-nsk individual
for HIV antibodies 1f he or she has a
negative result and has not been at any

and pubhe health practitioners prowvid
ing advice and guidelines to at-nsh indi
widuals need assurance that the pro-
wided guidelines have been effectie

Testing Facliities

The facilities for free or fow-cost anc
confidential testing, together with nsh
reduction counseling hae been pro-
vided by the national alternate tes. sue
program Tésting 1s also svalable
through many physieians offices The
use of these facilities by at-nsk indad
uals should be encouraged by all In
sdution to patient-imtiated servlopc
testing, physiaans should encourage
at-nsk indivaduals who may beneit
from testing to be serologically tested—
either in thewr offices or at public facils-
tes Specific efforts should be directed
at the highest-nsk groups homosexual
or isexual men, prosututes. heiero-
sevusl men and women who have mulis-
ple sexual putners, pstients with sex-
ually transinnted diseases, patients
known to use 1V drugs. and patents
from HlV-endemc areas such as Hut
and central Afnea

In summary, serologic testing allow s
for knowledgeabk chrucal and preven-
tive of
medical evaluation and early wterven-
tion, personal counseling regarcng
demmng {ransmussion, contact trac-

and Ling to pre-

vent pennatal transmssion

continued sk of exposure over the past
m months, then one can presume the Specific issues and Problems
o Ifs For most individuals the process of
dividual has been possibly exposed in  testing 15 a stressful one To maamuze
the past six months, then a second test  the use and benefit of test-linked coun-
six months after the last pouible expo- ulm(. the staff of these facilities must
sure is required before i can be to the of the indi-
confidently ruled out. For grestest vndunls and provide counseling and,
where appropnate, referral

sumular approach may be useful for
women who may have been exposed to
an infected person in the past and now
want to become pregnant Serologic
tesung with follow-up testing n ix
months, where indicated, should be
helpful in ivang advice to such persons

Evasluation
Serolopc testing s also an important
toal for evaluating the elfm d any

physxmm, ‘and pubhe huld\ yn:u-
tioners, penodic repeated testing of
g

treatment of Lfe-th oppor-
tumistic infections, especially Preumo-
cysts cannu pneumonia [nfected pa-
tents who are tuberculin test positive
could receive early prophylaxs, ard
parents of infected children could be
informed about the relstive contrain-
dication of hve vira' or bactenal vac-
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individuals 13 the
only accurate measurement of the suc-
cess of thew prevention effor's Unin
fected vmw. especally those with
2 r known expo-
sure, med penodlc reassurance that
thew efforts to :eman umninfected have
been successful Moreover, physicians

DISEASE AND INFECTION
MONITORING (SURVEILLANCE)

Conditions related to HIV are of 2
wide chmeal spectrum. rangung from
asymptomauic  infections,  vanous
AIDS-related conditions, frank AIDS,
and pnmary penpheral andcentralneu-
rologic conditions Surveulance (the col-
lection. analysis, and dissemunation of
data relevant for prevention or control)
for chrucal A1DS has formed the founda-
tion for our current understanding of
this newly imported disease, and phys:-
asns should alwsys report cases accord-
ing to local requirements But with the
long incubation penod after infection
before AIDS develops. surveillance for
cbnical AIDS Ia a rather insensitine and
delayed indscator of HIV wnfecuons
Thus, the Auture of public health survey-
lance wall have to rely more hesvily on

Preventon of AIDS—~Francis & Chn
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serologe  surveilllance  Ideally, the
servlope status of members of ail of the
major nch groups woald be known,
along wath the annual seroconversion

' rates and reasons for serocomersion

Unfortunately, because of the expense
of coliecting such mfurmmon md
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preventine antervention and mimmze
1l based and extremist overreactior

Pudlic Health

The central role that federal, state
and city/county health departments and
hbonwnes tnduwnally have held in

because of fears of
breaches such data exist for only hm
ited populations studicd in research set
ungs. At amimmum, 8y stems should be
devised to momtor the rates of infection
N selected groups ranping from low-
nsk indiniduals (eg, blood donors) to
high nsk individuals (eg, homosexual
men patients at methadone clinics, sex-
ually transmitted disease chnic pa-
tients, ete' [f the ideal situation of
absolute confidentiality cannot be as-
sured, perodic testing of serum un-
linked to personal \dentifiers 1s an al-
ternative Additional useful dats are
potentially available from the military's
nationwide recruit testing program and
the proposed sentinel hospitabzed-ps-
tient (without personal ientifiers) test-
ing program of the Centers for Disease
Control, Atlanta

Specific Issuis and Problems

Some physicians, to protect the con
fidentiality of patienta and famules, re-
313t reporting cases or including AIDS
on death certificates The resulting re-
porting errors could markedly affect
future surveillance, especiaily in r!nrd
to the occurrence in suburban and rura!
areas Sensitive situations can gener-
ally be worked out with local health
dopartmenta on an individual basis

PHYSICIAN, PUBLIC HEALTH,
BUSINESS, AND COMMUNITY
ROLES IN AIDS PREVENTION
Physiclan

The physiciant role in AIDS pre-
vention 1S ecnitical. At a mimmum, the
physican must understand the mynad
symptoms of HIV-related diseases and
provide effective medical treatment and
support for the indinidual and the fam-
iy Inaddition, the physician must take
a major lead position regarding preven-
ton Speafcally. norgudgmental dys-
cussions of sexual onentation, sexual
actiities, [V drug use, and ways to
prevent AIDS should become standard
parts of medical care These should

discase control will have
to continue for AIDS The necessities of
infection and disease monitonng, c¢du
cating physicians and the public about
AIDS, establishing appropnate guide-
lines for pre . and providing the

with business thew support or hei n
department efforts, ther ao 11 the
defense aganst extremist measures
and ther support for additonal re
source allocations for AIDS prevent,on
are essential

In summary, the concerted effor:« of
physicians, businesses. and commur ..
groups and public media toge:her wit+
provision of up-to-date educational ra
terals and censistent prevention me-
sages 1asued by heaith departmen.s
are | to nterrupt transmussion

needed personnel and resources for ed
ucation, counsehng, tesung, and con
tact tracing/motification will be large
tasks for public health agencies, espe-
cially in these imes of constrained fund-
ng
Business

The 1mpact of AIDS on the pnvate
sector 15 larre and growing The direct
medical costs, the benefit support costs,
and the general social upheaval (due
pnmanly to unfounded concerns about
the possibility of casual-contact trans-
mussion) wall continue to take 2 major

of this extremely sesere virus injecton
effsctinely

SOCIAL (SSUES AND
CCNFIDENTIALITY
Quarantine/isolation

The purpose of AIDS prevent.on pro-
grams 13 to interrupt the transmi: o0
of HIV 1n a manner that will munzmuze
social disruption and 1aaamuze incivia-
ual freedom The issue of quarart:ne
(thus term wu! be used interchangeash
with isolation or enforced isola:ion)
needs to be discussed openlv because o
the concerns expressed by at nel

toll wathin the b
Much of this toll 1s preventable, mclud
ing that related to unfounded fears of
infection Indeed, the workplace could
serve as an umportant access point to
convey the essentials of AIDS preven-
tion  After all, working adults have
been th» ma:or target of this virus
Education programs sponsored by busi-

groups. lly the homosexual ano
hemophiliac communities. and necavse
some ill-informed political grouds rave
called for extreme measuses {eg cua
antine) to control AIDS Man) of (“ese
averreactine proposals have been oue 0
unbalanced nformation that, anttougs
appropnately stressing the carge~s c.
HIV wfe pproprate:y

dt'e ease of acq Intre

nesses directed toward all lly ac-
tive employees, regardless of sexual
preference, togethes with information
on the nsks of needle shanng, could
have a major unpact on HIV transmus-
si10n Furthermore, suppor’ by the busi-
ness community for funding of public
A1DS prevention programs could prove
wnvaluable 1 stumulating the tradi-
tionally slow government funding pro-
cess 50 that more extensive AIDS pre
vention programs could be started
without undue delay

Community

The need for rational communuty pro-
grams for AIDS prevention baged on
facts rather than fears 12 urgent Too

hospital setting. recommendations are
that blood and secretion precautions (a
form of medical 1solation) be tahen for
persons known or suspected to be -
fected with blood-borne agents sues as
hepstiis B virus or HIV. But wathuin the
general community, there has newer
bren any offiial public health recom-
+ endation or movement toward the :<o-
lation or quarantine of carmers of these
difficult-to-transmuit agents Quaran-
tine has a Limited role in the control of
some commumnicable diveases, but there
18 little or no role for 1t in the preveqtion
of AIDS As mentioned above, excent
for pennatal infection and (in the past)
blood product-associated infect.on

Hivis d almost exclusnel

often schuols, rebnous or
and other community' groups have been
reticent to discuss, or even obstructed

include (where appropnate)
d:uons l‘ur serolopic testng, protective
sex and contaettr
fication of sexual and IV dm'-slunn[
contacts As part of thua process, physi-
cans should become well versed in HIV
%0 that individual and
communuty questions regarding sppro-
pnate preventive practices ¢an be
knowledgeably answered to maximize
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from d g, ways to prevent the
sexual or needie-borne transmission of
HIV for fear of seemng to support sex
and drug use Such 1ssues are difficult.
but denial of real-lfe practices can serve
only to extend further thu already
deadly epidemic Community groups
and public media are essential for

eading the rather sunple words of
A1DS prevention Inaddition, together

0~
Avod

between consenting sdults, both of
whom have some choice regarding the
AIDS nsks th.y are wlling to take
Thus, transm.ssion of this vurus in our
society la prever.table by individual sc-
tion, not government-umposed isolation
The threat of quarantine hunders AJD3
It turns a nto 3
'I!dle between advocates of prevenzo
and the groups at nsk for AIDS
The 1ssue of mags quaranune asice
what should be done vath the un- «per-
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ative infected person who continucs to
exposc individuals through sexualinter-
coursc or needle shanng?® For example,
what about the infected female or male
peostitute who continues to ply the
atreeta for businesa? These are difficult
1ssues State laws generslly fortid one
from knowingly exposing others to 1n
fectious diseases, and local or state
heaith officers generally have authonty
(fallowing observance of due process) to
incarcerste noncomphant individuals
In some situations, incarceration may
be necessary, but in most Situations
there are {wo persons involved in the
transmussion of HIV Thus, 1t could bee
sad for the example given above that
the chent of the prostitute 1s “volunteer-
ing” for infecion The major task ahead
15 to get accurate information out to the
public so that they can make informed
choices Considening the danger of tus
virus, mos: persons wall presumably
take the
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<12l disdain toward the two highest nsk
groups, and thellegalatatus of 1V drug
use, and the

(outside of sexual contact)in househo's
having infected individuals™” and no

laws, even stncter assurances m:
required In some states, hke Calfor-
na, legulluon has been passed to

has occurred from pa
tients to thetr nurses (except by necdie
oropen wound exposure)n hosprtals 1f
no transmission has occurred in thete

hese ¥y assur
ances Insome situations such laws hsve
eaused pmblems and hl\e prevented
phy-
sicans and practitioners of publc
health But this 15 an evolving field and,
as such, there 1s constant change and
adjustment The publics confidence in
the public and pnvate sectors’ protec-
tion of their pnvacy depends an re-
peated examples and pubh- stands
taken by all involved 1n AIDS tiestment
and prevention With positive exampies
many of the difficulties centered around
serolopic testing and contact tracing’
notification will abate

| ateps y tn

avord infection

e,
Patient~Phyaiclan—Public
Health-Community Relations

For physians and pubbic hcalth
workers to eﬂeev. ruk-ndunng be-
havior chang
able patient tr\m is Musury both to
wnitiate contact and to uek adwce and

which have trad ily been
at nsk settings for sumilarly “=ansmye
ted agents bke hepatitis B virus,™ then
one can be confident that no HIV trans
USSI0N OCCULY . ARY More casual set-
ungs Lke offices and public facilit es
The purveyors ~{ health informaton
need to maintain a high level of puble
knowledge regarding the lalest findirngs
of HIV transrmussion so that unfounded
anueties can be allayed and appropnate
actions can be taken
Schools are of special note because, 1n
the past, they have served as a bat-
tieground over the ussue of excluding
pediatne patients with AIDS More in
formation 1 now available, specificaily
regarding the lack of transmussion from

I P are denng children to thewr household contacts.
requnng serologic testing for selected luding those with whom they hawe
b for bfe and individual health  shared toothbryshes. towels, etc”,

pobou In areas where the use of HIV
testing for this purpose is not allowed.

surrogate tests such as lymphocyte sub-
seta are being considered Ths 1s a
sensitive issue 1 that identification of
infection can be used to infer Life-styles

thus, schools, having far less inumate
contact than houuholds. become even
mcre remote prospects for transmus
sion With these data, the Centers for
Disease Control have promulgated
guidebines for the handhng of infectea

follow guidance. Afterall, th lar with some employers and children 1n schools ™
changes sought to demm AIDS nsk  coworkers Possible sol | The only areaof concer Is
tnvolve the most pools that cover costa o HIV-  chidren who, becsuse of age or menta:
To stumulate individuals to ukuupon related conditions, need to be consid:-  incompetence, do no* hae control o
sibility for ﬂmnulvu u.nd make the ered nationally or regionally their bodily functions. Although these
childrenare very unhkely tobe at nsh of
often dutficult and requires a good dul INSTITUTIONAL ISSUES HIV transmission, previous expenience
of trust and understanding from both Asnptludlyw‘ned ml.hnmcw, wth a vanety dm!ecuou: d.lsusu in
the patient and the health worker. This  HIV oc-  fachities for the y d and
relationship ean be seriously jeopar-  curred only thnu(h ux\ul encounters,  day care ¢2n22is scyuu eS S0me concern
dized if the individual in need of guid-  blood/needle shanng, or from mothers for these areas. Before £rm recommen-
ance 1 fnghtened awsy from profes-  totheir infectadinfants stornearbirth  dations can be made for these latter
swonal services by hostile threats of  Despite these observations, there has  facbties, further study 1s required
repnsals (eg, quarantine} been much concern regarding *~asual®

Confidentlality

Mantenance of confidentiality 13 cen-
tral to and of paramount ymportance for
the control of AIDS Information re-
garding infection wath a deadly varus,
sexusl activity, sexual contacts (both
within and wthout prmary relation-
&pal. mdmemcgﬂuudwdjup

AIDS-relstad diseases are sensitive 13-
aues that, if released by the patient or
by someone involved 1n healt., care,
could adversely affect a patienty per
sonal and professional life
Confidentiaity has always been a
stnetly observed 1n mediane
and public health Sensitive topics have
always by necesaity been a routine part
ofinterviews and records in these flelds
Howev:r, for AIDS, because of the so-

transmussion (0 public places auch as
offices, public buildings, and schools In
some $ituations, a combination of musin-
formation and a desre to structure' 'no-
nsk” has Jted 1n

Prisona
Especilly on the east coast of tne
Unuted States,” prisons have had a con
siderable nurnber of AIDS cases The
of for these cases

able social dmupuon such as exclusion
of chuldren with AIDS from school Fu-
ture approaches will have to take into
account exusting information and move
away from these extreme iews These
major issues will be addrecsed by inst-
tutional category

Public Bulldings, Offices, Schools,
ond Mental Institutions

Nonsk of transrmussion has beendoc-
umented (esther by s2rolepic studies or
wnvestigation of AIDS cases) outade of
estabbshed modes Indeed, aside from
the possible spread from brother to
brether, no transrussion has occurred

has by history, been due to hugh rss
actmity (pnmanly IV drug use) before
entening pnson  Yet, nsk-provoking ex-
posures such as percutaneon injections
and homosexual sex do take plsce in
prsons, and, tn some instances, these
exposures octur 1n involuntary set
tings ‘The provision of AIDS prevention
information and the motivation of all
pnsoners L avoid infection are essen-
til The question 13, can education
alone prevent high-nsk expasures. or
will screenung of prisoners and the pro-
wision of separate housing facilities for
persons with positive and negative HIV
antibody findings have to be consid

Prevenion of AIDS —Francis & Chin



ered’ Because of the potential expense
and the difficuity *n implementing the
Iatter option, and the lack of data to
suggest a highnsk of HIV transmssion

hd i prsons, further study of this situa-
tion 18 clearly justified before objective
decisions can be made

Bathhousea
Busineas establishments such as
- Bbathhouses, bars, and adult book
stores, where multiple, usually anony-
mous sexual encounters take place
among s male homosexual chentele,
have (acihitated the spread of HIV in.ec-
tions Pubhc heaith agencies in some
areas, such as San Franasco and New
York, have attempted to close these
estabhishments Only a few auch clos-
ings have taken place, and they have, to
 great extent, been largely symbobic to

unsafe sexual activities The cloang d
such establish should be req

Y unsafe sexual activiies cannot be
ehrmngied However, pnor & com-

pulsory closing, some type of regulatory
inspection of these estabhishments
should be carned out to maintain envi-
ronmental and sanutation atandards
(such as improved Lighting and removal
of doors to Private rooms) to discourage

discourape the use of such facilties for
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1nhent an expanding rather than a con
fined infectious disease problem

Since the preparation of this  .cle,
two relevant documents have been re-
leased the Surgeon General} report on
ALDS" and the Institute of Medicine.
Natonal Academy,of Sciences report
entitled Confror ng AIDS ULarections
for Public Hea ., Health Core and
Research ™
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AIDS in children: a review of the clinical,
epidemiologic and public health aspects

MARTHA F. ROGERS, MD

BACKGROUND

In 1981 an epidemic of a severe form of acquired
immune deficiency, now known as acqusred immuno-
deficiency syndrome (AIDS), began in homosexual
men and sntravenous drug abusers in New York City,
San Francisco and Los Angeles * Since that tine over
7000 cases from 45 siates and 32 foreign countries
have been reported to the Centers for Disease Control
(CDC) The disease affects pnimanly the cellular 1m-
mune system and 1n its severe form results in repeated
opportunistic infections and malignancies

To date 107 cases of AIDS in children and adoles-
cents have been reported to CDC Children with AIDS
present a number of dufficult problems to the pedia-
tncian reg 4 and psycho-
socia) 1sves This pnper reviews the chnical, epide-
miologic and public health aspects of AIDS in the
pediatric population
ETIOLOGY

Recent strongly a s as
the cause of AIDS I'wo prototype viruses were 1ni-
ually identsfied mdcpendnmly by investigators at the
Institut Pasteur in France’ and at tho National C.ncer
Institute in the United States’

A

showed that antibody to this virus was present in
more than 70% of psuents with AIDS or with symp-
toms strongly suggestive of AIDS, in only 1% of
healthy blood donou .nd n none of their patients
with

In 1984 g at the National Institutes of
Health, United States, isolated a retrovirus, termed
the human T:lymphotrophic retrovirus, type 1]
(HTLV I, fnm & number of patients with AIDS,
from p ymptoms ngly suggestive of
AIDS and fnm uymmmntu: homosexual men * The
virus was not ssolated from healthy b | aub-
Jects A seroeprdemuclogic study found antibody to the
retrovirus 1n similar populations.®

Retroviruses are RNA viruses which contain an
enzyme. reverse transcnpiase, that transcnbes DNA
from RNA, a procesa used in the replication of these
viruses Although retroviruses infect many animal
species, only two otber human retrovicuses are known
(1Y human T cell leukemia/lymphoma virus (HTLV)
type 1 which has been isolated from patients mith
malignancies of the thymus-derived lymphocytes’ and
(2) HTLV type 11 which has been isolated from a
patient with a T cell variant of hairy cell leukemia *

TMAIDS mravm-.hhmrhlmnmmnm

that thess two viruses are the seme
In 1“3 nvestigators at the Institut Pnuunn Pars
isolated a i ftom ah ] men with
lymphad hy sy a syndrome thought to
be & mild form of or precursor to AIDS ? This virus,
morpbolopically different from the known buman re-

ily infects the lymphocytes derived from the
!hym\u (T Iynpbo..yull “which are responaible for
cellular immunity. The AIDS virus preferentially in-
focts the subset of T lymphocytes known as belper T
lymphocytes which sugment the immune response
The subset of T lymphocytes which suppresses the
P the suppressor T lymphocytes, 1s

troviruses, was termed the lymphad 8380C)

ated virus (LAV) This virus was subsequently isolated
from other AIDS patients, including one patient with
transfusion-associated AIDS and one of the donors of
the transfused bicod* A seroeprdemiclogic study

From the AIDS Branch. Divuion of Virs! Diseases, Center for
Infectious Dweases Centers for Dusease Control, Public Health
Service. United States Department of Health snd Human Services.
Atlants. GA 30333

Address for repnints Marths F Rogers, M D, at the sbove
address .
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relatively spared and outnumbere the belper T cells
The bone marrow-denived lymphocytes (B lympho-
cytas), which are responsible for antibody production.
are also relatively spared

CASE DEFINITION

The CDC case defi for AILS, developed before
the discovery of the stiology of AIDS, is based on
chnical signs and symp A case 15 defined as 2
child diagnosed as having an opportunisuc infection

™
R
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Duseases oceipted & CDC a8 indicatice of wndering c~llular
immunodeficiency
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hemophuiiacs Group 3. persons receining blood or
blood producu and Group 6, lhe sexual partners of
d avidence indi

Protozoal and hetminthic infections
Cryptospondions dueation >! monch
Preumocystu cériny pneumonia
Strong lordosis®
Tuzoplasmo 13"
\iral infectiors
Cvtomegelus rus dis-emuinated in‘ectinn with ons~t >6 months
of age
Herper simplex virus chronic or dissemninated infection wilh
onset >1 month of age
P ifocal leuk M

rrogl
Fungel infections
Candidiasis ®sophageal
Crviococcons central nen ous svstem or dissemineted infection
Bactenal infecrons
Micobacterium Otium disseminaled infection
LCancer
Rapoc s sarcoms
L. mphoma li nuted to the brain

*Pulmonan ceatrs! nenous svstem of diseminated infection

or mal y (Table 1} ind an underlying cel-
lular meunodeﬁcuncy Other cnuu: of immunode-
ficiency such as congenital fi 1e8, con-
geniial infections, = edications, lymphoreticular ma-
lLignancy and starvation must be ruled out Because
this definition requires the presence of an opportun-
stic infection or malignancy, the cases of AIDS retro-
virus infection reported to CDC are the most severe
Less severe forms of the illness appear to occur Symp-
toms associated witn AIDS such as general:zed .ymph-
adenopathy. chronic diarrhea. weight loos or falure to
thriva, recurrent infections, p orll hdi-

Th

cates that, 1n udults and adolescants, AIDS 1 trans
mitted through sexual contact (both hetero and ho
mosexusl contact) or through parenteral exposures
such as the shaning of needles used for injecting illicit
drugs or through blood transfusions

In younger childrer two nsk factors are primanly
associated with infection (1) receivirg blood or blood
products. and (2) birth 10 &8 mother who has AIDS. 1«
a member of a high risk group or 18 & sexual partner
of & member of & high nisk group (Fig 1) The route
of transmissior 1n those children born to high nisk
parents 13 unknown. but the retrovirus may be &-
quired 1n utero, from infective maternal bjood at the
tume of birth or postnatally Data from cases teported
to CDC suggest that children born to high risk parents
may acquire infection in utero The median time 1n
terval between birth and onset of symptoms in chil
dren of high nsk parents 1a 4 months This is shorter
than the median time interval of transfusion-associ-
ated illness in which the time between transfusion
and onset of symptoms 13 8 moaths

Postnatal transm. ssion, through infected breast
milk or close contact between the mother and baby.
could theoreticalls occur However, none of the 7408
cases renorted (o the COC as of December 13 1984,
has occurred in individusls who were household con
tacts (nonsexusl) of other AIDS patients. suggesting
that transmission through casual person-to-person
114t occurs, 18 rare All the patients reported

ays, ulp and h ly
have o urred 1n patants mlonpnl to high mk
groups Thi constallation of aymptoms has been
called AIDS-related complex and has been used to
describe patients :n high risk groupa who have symp-
toms that are sssocisted with AIDS but who hava not
developed an opportunmistic infection or malignancy
Since de of the serologic tests for ng
antibody to the AIDS *irus, antibody to HTLV 11I/
LAV has been found in patients with AIDS-related
complex and asymptomatic members of high =ik
groups.® HTLV I1I/LAV has been 1solated from thav
asymptomatic seropositive persons augresting that &
chronic carrier state can exist In a recently reported
study virus was also izolated irom four persons who
were seronegstive '° icng term follow-up of theve
individuals 18 needed to clanfy the relationship be-
tween anugen and antibody product'n anu chimical
symptome
PEDIATRIC HIGH RISK GRCUPS AND
ROUTES OF TRANSMISSION

In adults and adolescents over 95% of cases .~
occurred in persons belonging to mx high risk gre o,
Group 1. homosexual or bisexual men, Group 2. intr.
venous drug sbusers. Group 3. Haitans. Group 4.

~ 0

kg
,i..u'U

to CDC with no 1denufiable nsk of exposure deny
contact with a known AIDS patient Breast milk from
infected mothers has not beer. cu'tured

INCUBATION PERIOD

The incubstion pericd fo. this virus appears to be
relatively long Based on cases of transfusion assoc:
ated AIDS in adults reported to CDC, the period
between transfuson (infection with the virus) and
onset of symptoms ranged from | month to 5 years
(median, 28 months) In the 12 children with trars-
fusion-sssociated AIDS, this ume penod was some
what shorter, ranging from 1 month to 2 years. 5
moxths (median, 8 months) The reason for the
shorter b penod 1n child d with
adults 13 not clear All 12 children were neonates who
may be at increased rish due to an 10 mature ;mmune
syatem

CLINICAL COURSE

Prodrome Eefore development of opporturistic
infections and maiignancias adolascent and adult pa
tients usually experience a prodrome characterized by
an ippdious onset of weight loss. fey er. maiaise, mght
sweats chmmc or murrem unexplained disrrhes.
fatigue. g d had: hy. arthralgias or
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PATIENTS

*mOMO/SEXJAL LN CONTACT OF PERSON Witw RiBx FACTOR maAtian OGN, IV DRUG ABUSER

Fic 1 Pediastnc patients with scquired immunodeficiency syndrome, by age st tume of d. of

and sasociated rek facion

alpas end oral ~andid

The prod may last
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AGE (YEARS)
nfection or
kedly depressed response to mitogens such as phy-
tohemagglutinin and hin A and to

from weeks to months
Infants who are infected with HTLV III/LAV n

Moot patients also react poorly 10 skin tests with recall

the neonatal period usually develop signs and symp- Serum im lobulin levels are normel or
toms before 1 year of age, typically faslure to thnive, more commonly increased
t or nuum tht'uh. chnrnc retitial
B "" ' , e DIAGNOSIS
rent diarrh h P "y and severe AIDS must be differsntiated from other causes of
hmml mftctlom such as sepsis and mlmngmn A immune deficiancy such as trestment with immuno-
finding s pp drugs, congenital immunodeficiencies,

ofdnpumudghndl Tlm-prodmmllllmlmd
symptoms. as in adults, can last from weeks to montha
before developmant of an opportunistic infection or

malignancy

Owlmululc di The most dae-
04800 seen in patients with AIDS are viral, fungsl and
parantic opportumstic infections and mahignancies
[Pneumocystis carinii pneumonia 1s the most common
infection. occurring an 70% of pedistric pnmm re.

congenital infections and starvation. A careful hustory
and physical examination should rule out immunode-
ficrency secondary to recent oral or parentars! use of
sterowds or cytotoxic agenta and starvation. Malignan-
cies that are ted with immunodafi Y, par-
ticularly lymph, must be dered. C: !
infections and ymmunodeficiencies may be more dif-
ficult to dufferentiate

ported to the CDC The most

seen 18 an aggressive fo.m of Kapom's
ring pnmanly in homosexual men, but it has been
reported i1n children Non.Hodgkins lymphomas also
occur
Lnbornwry Cladings. chonlory abnormalities
ic of AIDS include lymp specifi-
cally & decreese in the T helper lymphocyul. resulting
in ¢ reverssl of the ratio of T helper cells (OKT8+,
Leus+) to T suppressor cells (OKT4+. Leu2+) Lym-
phocyte function 1 slso ebnormel ss messured by ¢

Cellular i defi can be d with
some congy | anfecti such as cy gelovirus'’
 occur- infe or rubella H . this defi

ciency s temporary and is usually less severe then
that associsted with AIDS Unlike most congenital
infections. symptoms sssociated with AIDS do not
usually occur in the neonatal period, and develop-
mental defects such as cardiac abnormalities have not
been reported :n children with AIDS Infants with
AIDS can acquire infections such as cytomegalovirus
and toxoplasmonis as & result of AIDS, but ecquisitiun
15 usuelly not in the neonatal period, and these infec
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tions are generslls much moure severe than acquired
infection in the immunocompetent child

Congenital immunodeficiencies to be considered in
clude severe combined 1mmunodeficiency, DiGeorge
svndron.e. Wiskott Aldnch syndrome, ataxis telan-
giectasia. graft Lersus host disease. neuuopema neu

ROGERS

234

233

pstients with oral candidiasis develop AIDS '* Simular
longitudina: studies in children have not been re-
ported

OCCURRENCE

Of the 7408 cases of AIDS reported to CDC as of
D ber. 1984, 107 (14%) were in children and

trophil function abnormality. ag
and hypogammaglobulinemis with elevated IgM Un-
hike patients with severe combined imm' nodeficiency
and immunoglobu 1 deficiencies. patients with AIDS
ususlly have markedly elevated immunoglobulins Un
like children with DiGeorge syndrome. children with
AIDS have normal facies and do not have hvpocal
cemic tetany  Although thrombocytopenis may be
seen in children with AIDS. bleeding episodes do not
usually occur as with Wiskott Aldrich ssndrome Wis-
kitt Aldrich syndrome. an X Linked recessive disease.
wcurs aimost exclusively in bos s, whereas about 40%
of children with AIDS are girls AIDS ma be differ
enuated from neutrophil dicorders by its pnmary ef-
tect on lhmphocytes rather than on granulocytes
Ataxia 15 noi 8 common festure of AIDS

TREATMENT

Although some therapies hase resulted in temporary
improvement and prolonged sur it al, todate no effec-
tne theraps for AIDS exists Intrasenous gsmmaglub-
ulin is Leing used 1n some centers withanable success
1n preventing recurrent episodes of sepsis and men
inpiis ' Bone marrow transplantation and lympho
cvte transfusion have resultea 1 partial immunologic
reconstitution 1n some cases. bu. without climcal 1m
prosement * Recombinant alpha 2-interferon ther-
ap\ has been reported to reduce the size of the lesions
of Kapos: s sarcoma in some cases but did not produce
changes 1nimmunologic charactenistics ' Suramin. an
inhibitor of reverse transcriptase 1n vitro.'* and riba
vinn. 8 reported suppressor of replication of LAV in

adolescents 18 years of age or younger The number
uf cases of AIDS in the pediatric population has been
sceadily increasing since diagnosis 1n 1979 of the ear
Liest ca<e reported to CDC (Fig 2) The appsrent
decrease 1n cases reported in the latter half of 1984
probabls reflects the lag tuime between diagnosis and
receipt of case reports

Of the 107 children. 71 (66%) had P carinii pneu
moma, 5 (5%) had Kaposi's sarcoma 2 (2%) had bith
and 29 (27%) had some other opportunistic infection
There were 16 umes as many cases in males (66 as
in females (41) A greater proportion of cases sccurred
in blacks (54'¢c) and Hispanics (19%) than in whites
(27°%) The 107 cases were reported from 18 states
and Puerto Rico with 79% residing in New York, New
Jerses, Florids or California

The majonty of pedistric patients with AIDS were
presctool-aged children (Fig 1) Of the 107 children
and adolescents with AIDS. 84 (79%) were younger
than 6 years of age at the ime of diagnosis of ,"IDS
All of these children. 1n whom investigations huve
been completed, acquirad AIDS either from a blood
transfusion (12 children) or because they were born
to 8 mother who had AIDS. was a member of s high
nisk group or was a sexual partner of someone in a8
high risk group (60 children)

PREVENTION

Since a large proportion ¢ children with AIDS
acquire the disease through exposure to their parents.
prevention of AIDS in adults would be expected to
p cases in children as well Behavior modifics-

culture.!” are being d Early d and
treatment of opportunistic infections and malignan
cies associated with AIDS may prolong survival Care-
ful sttention to the nutnitional and the emotional
needs of patients and their families .8 helpful

PROGNOSIS

Th prognosis for HTLV 111/LAV.infected patients
who develop opportunistic infections or malignancies
18 poor Of the 7408 patients reported to the CDC
since the epidemic began, over 40% have died Of
those pstients disgnosed prior to 1982, over 80% have
died Of the 103 children age 15 « ears or younger wath
outcome reported to the CDC. 65% have died Al-
though the long term prognosis of infeciun with
HTLV 1II/LAV has not been determined. a few lon-
gitudinal studies of high rysk patients with symptoms
of AIDS but without opportunistic infections have
revealed that as many as 20% Jdevelop AIDS within 3
vears of onset of symptoms' and up to 50 of adult

tion in adults and sdolescents auch as reduction of the
number of sexual partners, especially those in high
nsk groups, participation 1n drug rehabilitation pro
grams and avoiding the use of nonstenle needles may
help reduce cases

Prevention of congenital cases through birth control
and abortion are also important, however, the risk of
AIDS in infants born to infected mothers 1s unknown
In 11 mothers who had already delivered one cluld
with AIDS 12 subsequent pregnancies produced 4
affected infants. suggesting that the nsk of tranamis
sion of the agent is & continuing one and that each
pregnancy mas be at high nsk fcr infection ™ Infected
mothers ar. often ssvniptomatic before and duing
the pregnancy and at the ume of birth, making ans
intervention such as avoidance of pregnancs or abor
tion unpossible

Presentio.. of \IDS through reduction of infected
biood wnd blood productc would alse sigmficantls re
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duce cases in children Cases in hemophihacs and
children receiving transfusions account for 21% of
cases in rhildren reported to CDC The United States
Public Health Service currently recommends that per-
sona belonging to high risk groups refran from donat-
ing blood. Blood banks anticipate being able to screen
blood for antibody to HTLV III/LAV which 1s ex-
to el 95% of infected blood. H
because of the long incubation period of the virus.
cases ettributable to blood ¢ransfusions wll continue
to occur
Hoat trestment of Factor VIII concentrate has been
shown to be an effective method of eliminating HTLV
HI/LAV from this product in laboratory stuches * The

HEPATITIS B VACCINE

Because this vaccine 18 made from pocled sera of
persons who are at high nisk for AIDS, many phym-
cians have avoided the us: of this vaccine for fear that
1t may be contaminated with the AIDS agent Recent
studies show that the inactivation process ueed in

panng the will the AIDS virea®
Other studies have shown that the vaccine contained
no detectable AIDS virus-relsted nucleic acid se-
quences at & unm.my of less than 1 pg of DNA per
20-ug dose of ¥ No to the
AIDS virus ware detectad in 19 individuals vho had
received vaccine ® To date 68 cases of AIDS have

Moedical and Scientific Advisory Council of the Na-
tional Hemophilia Foundation has recently issued re-
vised recommendations: (1) cryoprecipitate (b

dinp who were vaccinated; 65 of thess
cases occurred in persons with known risk factors for
AIDS. the remaining 3 are undtr investigation ™ Thu

of the markedly fewer donors relative to Factor VIII
concentreta) should be used in Factor VIII-deficient
newborn infants and children younger than 4 years of
age and 1n newly identified patienta never treated with
Factor VIII coicentrates, (2) fresh frozen plasms
should be usec 1 Factor IX-deficient patients in the
same categones, (3) desmopressin should be used
whanever possible 1n patients with mild or modeule

idence ahould physicians and those at high
sk for hep B that the 1 safe

DAY CARE. SCHOOL AKD PCSTER MOME
ISSUES

Although there 15 no evidence that HTLV III/LAV
u transmitted by casual person- to-person contact, the
th al possibility of ion in the school,

day care and foster holm setting creates difficult socal

hemophilia A, and (4) *b heat

appear to have no increase 1n untoward cn‘ocu mnb
utable to the heat uning coag

problema for infected children Conversely these set-
tings may the i ised child's
P to infectious agents

tion factor concentrates ahould atrongly conmder
chanping to heat-trested products with the under-
atanding that protecticn against AIDS 1s yet to be
proven ™4

Phviicians and health departments confronted with
these problems hase often chosen to place children in
foster homes without other children younger than 6
years of age Day care attendance is generally not

$)

dO




Q

ERIC

Aruitoxt provided by Eic:

236

Vol 4 No 3 ROGERS 238

recommended for AIDS children because the oral
behasior and incontinence of toddlers would be ex
pected tu increase the nick of tran-mussion of infec
tious diseases Some states have recommended ther
AIDS children be allowen to attend school if .be child
is continent, has no open or oozing iesions and hehaves
acceptably (e g dues not bite) and if certain precau
tions can be taken

PRECALTIONS

General. Precautions include (1) using a bleach
solution (101 rauo of water to bleach) to clean all
spills of blood or other body fluids, (2) wearing gluves
while cleaning these spills and treating an, open le
sions and (3} placing an+ blood or body fluid svaked
stems in a leak-proof bag for washing or disposal The
child s phvsician shou . consider removing the im
munocompromised child from school during eprdemics
of infection such as measles or chickenpox

Health care personnel. In addition to the above
general precautions, health care personnel and others
caning for AIDS patients should avoid accidental
wounds from shatp instruments contaminated with
potentially infectious material Based on reports to
the CDC, most accidental needlesticks occurred while
recapping needles This practice should be avoiaed
Other detailed recommendations for health care per-
sonnel have been published by the CDC *

Health care personnel can be reassured by evidence
suggesting that the risk of transmission from AIDS
patients is very smal! A recent study found that none
of 52 hospital perwnnel with documented accidental
blood or to infectious
material from an AIDS patent develuped AIDS or
signs and symptoms associated with AIDS Thiety-
three of these persons were seronegative for HTLV
111/LAV wiien tested for a mesn of 8 months (range,
05 tc 20 months) after the accident ** Of the 232 cases
of AIDS in health care wurkers reported to the CDC.
all but 23 belonged to known risk groups. and epide-
miologic investigation of these 23 failed to document
AIDS transmission through occuptional exposure toa
patient suspected of having HTLV 111/LAV infection
Only one case of HTLV I11/LAV infection in a hos
pital empluyoe without other risks for AIDS and with
doc sl exp to an AIDS case has
been raporud The ¢mpluyoe. # nurse, developed an
acute sliness about 2 weeks following a needlestick
injury involving an AIDS case The scute illness,
charactenized by fever, flulike symptoms, macular
rash. arthralgias snd generalized lymphadenopathy,
resolved without specific therapy A serum sample
collected 27 days after the injury did not contarn
antibody to HTLV I1I/LA\’ A second and third sam
ple, collected at 49 and 57 days. containeC antibody
The nurse remains & ymptomatic 3 months after the
njury

[y
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HEALTH BURLEN

The heaith care needs of children with AID>S arc
enormous | h average dailv cost of huspita'ization
for an AIL'S pauent nas Leen estunated ar ~300 1
$100w per dav Children with AIDS are huspitaiizen
frequently fur ife threatening illnesses which otten
requitc admussion 1o the intensive care unit for costly
therapy {nr respiratory taiure and septic shock Those
who are ahle to leave the kospital require {requent
outpatient {ullow up

PSYCHOSOCIAL PROBLEMS

The populatiins of chilcren at high rick for A1Ds
virus infection have inans <ocial problems in additin
10 the ones as~ociated with AIDS Childrer o' wotacn
who are intravenous drug abuser  ~ &t high niek for
premature deliver opiate additior .ieglect and aban
donment Haitian families may be only recent arnsals
to the Umted ¢ tes and may have less access to
medical care H:  1n parerts and pareits who abuse
drugs may them ves be seriouslly ill or die trem
AIDS. leaving their children without care Chudre:,
with hemophilia can have physical disabilities and
emotional problems relatedto their disease Tee 1agcrs
who acquire AIDS through homosexual contact are
faced with having to admit their homosexuahty to
family snd friena. Teenage drug abusers with AID>
must also cope with their intras enous drug addiction

THE FUTLRE

The recent discovery of the etiologic agent of AIDS
greatly improves the ability to study this disease The
chinical spectrum of infecuion with HTLV HI/LAV s
being defined Studies are currently under way to
determune the transmission of HTLV III/LAN within
families and among young children Data from these
studies should allow for better decisions regarding the
need for isolation of the child with AIDS P. gnancs
outcome studies are needed to assess the risk o1 1~ fec
tion and disease in infants Further studies to a< ure
the safety of blood and blood products, tv ¢ elop
treatment strategies and to assess the "ng term prog
nosis of children with AIDS are neeaed Sur eillance
for cases among health care workers and studies tv
assess the risk of infection in these persons should
continue

SUMMARY

A high level of su  on by every provider 15 ven
important to ensure uiagnusis and complete reporting
Such acuve surveillance will enable effestive national
monitoring of the occurrence of the disease the defi
nition of new nisk groups and the identification of
unusual cases for further studv I'hvsicians and health
care workers should report all cnilcren and adult.
suspected of having AIDS to their s.ate health de
partments who, in turn report to the CDC
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aither increased occumrence, increased diagnosis -nd/

increased surveillance Pediatric | salth care per-

sonnel. sspecially thoee in high presalence areas and
thuse canng for high msh popuistions, need to be
aware >f AIDS and the prublem encountared in caring

these children
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Current Trends

Summery
Recommendetions for Preventing Trensmission of infection
with Humen T-Lymphotropic Virus Type 1/
Lymphadenopathy-Associsted Virus in the Workplace

The anfl and " this have been d d
with particulsr Smphas on hasith-cere workars anhd othars i reisted Occupations m wmch
8xposurs might occur to DIooC from persons mnfected with HTLV-I/LAY the “AIDS wirvs ©
Because of public CONCETn SDOUT the purported nsk of rensmssion of HTLV.RILAV by per-
ms prowiding Personsl servicas snd those Prepanng and serving food end beversges. this

siso [ servi:8 and {00d-service h Fnalty it
“other workers™ —persons i seNmgs such s offices schools factones snd construct.on
#1183 whars thers 8 1o known nsk of ADS vwrus transmission

[ AIDS 15 » biood sexuslly C disesse that ¥ not ¢pread by casusl
contact this O does not d routine NTI.V-IIIIL WV antidody scresrung for the
9roups scdresssd Becsuse AIDS 13 not d th or sarving of food
and ges these state that 'M-nvvtu worksrs known to be nfacted

with AIDS should not be restncied from rvork uniess they have 8nother mfaction or diness for
which such restnCion would be werrented

This o detailed i for pr top
of st d 1o people d—mn the courss of the:r
duties =10 biood from persons who may be mfscted with HTLV-I/LAV Thay smphagize thet
hestth-core workers should take alt 10 prevent wury The

recommendstions sre based on the mil-docummoa modes of NTLV.RVLAV transmission
and MCOTPOrate » “worst cass” scanano. the hepatitis B model of transmission Becsuse the
heostts 8 v 5 6 850 bioodbome and 5 dOth harder and more mfectious then HTLV-NI/LAV,
recommencanons that would prevent transmusi0n of hepatrts B will algo prevent transmis-
si0n of AIDS

Formulstion of specific recommendstons for hesith-care workers who Perform mvasive
procedures i m prograss

Recommaendetions for Preventing Trensmicsion of Infection
with Humen T-Lymphotropic Virus Type 11i/
Lymphadenopsathy-Associated Virus in the Workplece

Persons ot d risk e' LY with human T-lymphotropic virus typs
iy ¢ vicus (MTLV-II/LAV], the virus that causes sCquired mmuno-
deficency lvnaromn AIDS! meiuce and b | men in oV} orwg
sbusers persons d with ¢ ¢ blood o blood products. Meterosexual con-
tacts of persons with HTLV-ILAY and childran born to d mothers HTLV-IY
LAV & transmrttac through sexusl contact Da:antarsl sxposurs to misctad blood or biood

snd pe! from mother to neonsts HTLV-HULAY hes been
308100 $rom DIoOd semen. selive tasrs. Dreest muk and unne snd » kkaly to be wolaied
from some other body fluids, and but log L] LUY
plicated Only ti00d end semen Studses of hourahold of
AIDS patents mdicate thet Casusl contsct with sehws and 198rs 908 NOT raLult I transmission
of mf Spresd of 11 I} of d has not deen
d 0 wher. the h old have not been sex Da7INETS Or have NOt been miants
of fected The kind of DErson-10-person Contact thet genersily OCgurs

8MONgG workers and clients Or consumers in the workplece does NOT DOSE 8 nsk 1Or transtus-
ston of HTLV-IIIILAV

As o the development of sny such detions the 15 the
protection of the pudiic 3 health The foliowing recommendslions have beer. devaioped for slf
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wOrRers PAUCUIBTY wOrREerns ™ " which MIGAt OCCUT IC DICDD *7OM N0
viduals miecied with NTLV.W LAV These recommendstions reniorce 00 subPiement the
$PRC i 1F 8t were Dubkishad earher 10 ClICal S0 IaDoratory Statfs (1] ano
for genta! care pe! | end pe ang morucians services {2)

Secausa of public concem about the pufpofud (1) e' transmission of MTLV-ll LAV by persons
Droviding personal services and by fO0D ans beverages these recOmmendations contam mior.
Mption and rECOMMENdations 10r Personal-sarvice snd f00d-service workers Findlly these
a00ress ! 1 generst where thare 3 NO knOwn sk of trensMISSON
of HTLV-l LAV 8 g offices schoots sites! # of spectfic
recommenoenons 10r health-cars workers IMCW3) who perform invesn ~ proceduras le g sur-
QEONS ORNISIS! o8 11 DIOPIESS SEPratE raCOMMENCILONS 378 8180 Daing deveioped fo preveant

HTLV-H LAV transMission i prisons  Other t angns h vg -
viOusis who may Bshitat beh L 1'] | ) and w the
settng In have aiready been developed 1or chdgren in

Scheois and dey-care centers (3)

HTLV-N LAV-mtected ndmdusis mciude those with AIDS (4). those diagnosed by ther
DAYSICIanis) a3 having Other Minesses dus 10 miechion wrh HTLV-I/LAY, and those who have
vi1ologic Of serologi ewdence of mtecton with HTLV-MI/LAY but who sre not &

These recOMMEndations are Dased On the well-Socumented moces of HTLV-NI'LAV weans-
Mission wentdied i eprdermeologic studus snd on with the B expa
Other recommendations ars based on the hepatitis B mocei of trensmasion
COMPARISON WITH THE HEPATITIS B VIRUS EXPERIENCE

The spsdemiology of HTLV-RI/LAY intection « ssmisr 10 that of hepatitis B virus (NBV) infec-
ton eng much that hes been lssmad ovar the 1ast 15 vesrs related 12 the nsk of acQuinng
heoatits B the workpiace Can be apphed 10 wNOerSWINGNg the Nk of HTLV-W/LAV transmss-
$10n o the haslith-care and other oceupstonsl setngs Both viruses 8re transmitiad through

sexusl CoONtaCt, Par 0 blood or biood products, and pennatal
from mtected 10 thew eoft g Thus, some of the same major groups et
Pigh nsk for HBV it eg.h tmen, IV Srug sbusers. persons with hemophdia .

fants bom 10 nfacted Mothers) sre 8iso the roups ot teghest nek for HTLY-IVLAY infection
Neither HBV nor HTLV-H/LAY has Been shown to e tranemtiad Dy casusl contact m the work-
Piace. CONaMINg1ed fo0d Of water, 8¢ swbeme of fecal-oral routes (5)

HBV nfection 18 an occupstions! nek for HCW;. but the risk @ reisted 10 degres of contac)
with Dlood er contan.neted needies HCWs who $0 ROt Rave CONACt with Blood or nesdies
contamunated with diood sre NO1 8t sk for g HBV int m the workplace (§-8).

In the hesith-care settng. HEV tranamunen has st Seen
200 exceptn unts. where blood ol the has
been axtensive Or whers HBV-positive blesd from one patient has been trensferrsd to snother
pauent throug of Evidh of HBV from HCWs to
Pavents has been rare snd imded 10 SAUINONS N wiuch tha HC W3S exhubited wgh concentrs-
uons of virus | ther biood (et lsast 100.000.000 nfectous varus particies per mi of perum),
and the HCWs d o wround whde p C ] p on
Of had exucative Of wespmg lesions that $ wrus to or open
wounds of pstients (9-77),

Current endencs mdicotes that. despris epulemclopc similarities of NBV and HTLV-R/
LAV infecton, the mst for HBV sranemmsion in hesith-cars sstings l- axcoeds that for

NTLV-mAN The nsk of 9 MV mh fol {rom
an HBV ummnnpuhom %10 30%172.12). m-\ uuuofmm.lml.v-l/uv nisc-
non f; 9 0 & source pavent mfected with HTLV-WLAY, which 1§

fass than 1% in oumon *h HCwWs m have Besn Shown 10 ransrmut KEV infection in Meaith-
core saTUNGS have belonged to the subset of chren HBY camriers who, when tested, have ea-
hidted evidence of y togh of vwus (st lsast 100.000.000 mntec-
vOus virus particies per mi) inm-m Chrome comers who have subs’snuslly lower con-

cantrations of virus i thew DICod have not been in in the heahth
setung (9-71,74) The HBV model thus represents @ mmuu condition n regerd 10
raASMS 0N in heslth-Care and other reiated o8 T for the
control o HBV ! shouid, if {, siso Yy P spread of HTLV-IILAV
oy for those HCWs who perform mvasive procedurss

will be nthe y beng Hoped

R g of et or HCWE for evidence of HBV infaction has never been
recommenced Contro! of HRBV n the heelth. SoTINg has hasi1ed the
of for the o 9 of biood, other body tsds.
ona ter s soiled with DI0od Of other body flwds
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TRANSMIBSION FROM PATIENTS TO HEALTH-CARE WORKERS
HCWs mciute Sut ame not knitel 10 nurses DhySiCens Oenusts and Othar Aents! worery

s, Y ongd DIOOd bank 1echnoiog sty and techni
Tans p Galyss P d 0 medical
% loundry and mhm whose wark mvoives con-
tact with pstents Muoodum body fusds Or corpeas
tor HCwae emph P for p g tray
sion of rh ding HTLV-BI/LAY and HBV miections Thus
these p shovid be enforced Y 83 Should other standard misction-camirol
diess of HCws or 818 knOwn 10 De nfected wilh utw-m;
LAVovulv " ecd 1¢ beng of these p sl HCWs, nch

ang housestat! should be educeted regerding the 8p« “mIIogY modes of transmiss n end
pravention of HTLV-BLAY miscton

Aok of HCWe seuuiring HTLV-HIVLAW in the workplace Using the HBV mode! the high.
a8t nsk for transmession ©f HTLV-M/LAVY in the workplace would invoive parenters! saposure
16 & nesdie of ather ShOTD iNStrUMEnt CONtaMMAted with blood of an mfected patent Tha nsx
10 HCWs of acqunng HTLV-MAM " the o has been " seversl
Studws 0 five Sepormte studns . totsl of 1 498 HCWs have been tested for entibody to
HTLV-M/LAY in these stches 888 (44 S%) of the HCws had direct parenters) ineediestick of
cut) or 10 with AIDS or HTLV-BI/LAV nfection Most of
1hese 92DOSITES were 10 DIOOC rether mn w va body fiuids None of the HCWs whose -
te! P tests were Neg. Ll of HTLV-l/LAV mte.tion
following therr saposures Twenty-sa MCWl 0 these five studies ware seropositive when
1731 tasted 8l but three of thess 9ed 10 groups ] 1o be ot
nsk for AIDS (151 Smca one wis 1ested shonyMously eprGemMOIOGIC MfOrMaton was Sves:
Dbie on only two of these thwee seropositive HCWs ARROUGH thess two HCWS waers reporied
#3 Drobabie occupationafly rolated HTLV-K/LAY mfsction (15,16) nerther had a presxPOsure

not an serly POSIEXDOSUIS SETUM SUTND'S 1c halp the onget of
One cose rep: from England » rrse who 84 9 on
19 8 neadie with blood from an AIDS pstient {17}

n spite of the extremely low nsk of transmnsion of HTLV-RI/LAV infsction even when
nesdiestick Munas BCCW, MOre eMPhesis Mmust be grven 10 Precaublions targeted 10 prevent
neediestick inunas ! NCWa canng tor any patient, SMce SUCh NUNES Continue 10 OCCUr svan
Bunng the care of patents who sre lmn 10 be infected with HTLV-BNAY

[, te P of HTLV-HI/LAY infection by HCWs in the work
plnce These that spply to preventing trensmission
of HTLV-%1/LAY and Other uoodbm mm-om and should be used routinely (78}

Sherp fems (needies 8¢8Il Disdes, and othar Sherp mstruments) should be congid-

ared 83 p f and be with Y Cors 10 pravent scciden-
tal mjunes
2 D ond $¢oiD8! bigges nd Other sharp nems shouid be

placed mto Meun-nmum conteners located 83 Close 83 Practics! 10 the arad in
whiCh they were used To prevent neediestick munes neediss should not be recapped

purposefully bent. broken d from d! yAnges of oth srwise manipulated
by heng

3 When the possibinty of exposure 1o blood or other body fluds sxists roulingly recom.
mended pracsvtions shouid be The d e may reQuire gloves

slone o3 1 hending dsms soved with blood or sQUDMent contaminated with biood or
other body fiuds Dr Mey 8ls0 rEQUIE GOWNS masks ONd Sve-COvVEnngs when perform.
ng proced. iving more tontact with biood or potentially nfective
body flwdt a8 = some unul or " of 1em
Hands should be washed thorouphly end nnmcd.nelv if they sccidentaliy become con-
tammated with dlood
4 To minnuze the need fOf eMErgEncY MOUTh:10-MOULh resusCItalion MOUth Dieces
resustitation Daps ©f Olher ventiation devices should De stratepCally located and
sveilable for use m areas where the nged fOr resuscitation s predictable
Pregnant HCWs sre not known 1o be 8t greater nsk of contracting HTLV-III/LAY nfec-
10ns than HCWs who gre not Drapgnant. however if 8 HCW develops HTLV.II'LAY in.
fettion durng Pregnancy the mfant & 8t mcressed risk of infection resulting from
tr " B of this risk pregnant HCWWS ShoulC De especiaily 18
181 with Dret 8utions 10r the preventing HT V.lIi/LAV transmission (18)
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Pracovtions for HCW3 Sunng heme care Of persons infacted with HILV-III'LAY Per-
sons infected witt HTLV-1HI LAV con De sately €are0 for in home environments Studws of
famdy membars 0 Patents wigcted with HTLV.ill LAV heve found no evidence of MTLV I
LA\ 1rensMissiOn 10 a0uits who were A0t 3e3usl CONLACTS Of the infecied pRIANS Of tO Chiloren
w0 witre nOt B riSh for pennatal transmission (! HCW3 providing home care tace the same
rrh 0! transmission of infection a3 HC W3 i hos = "als Bnd Other Realth.care setungs upcc-ﬂ'! .
1 there are ks or other or mucous 1] exposures to biood or othey
pocy fiuds _

When providing hesith-care SErvICE 10 the ROME 10 Persons infected widn WTLV-II'LAY
measures SiMilr 10 those usad in hosDiRIs Bre BPPTODria*e AS in the hospitsl needies should
not De recaPped purposefutly bant broken removec from disPosable syringes or otherwise
manpuisied by hand Needies and Other SharD items shouid be Dlaced into punclure-resistant

3 and ¢ of v with (ocs! reg for soidd wasts 81000 and
otnher body fiurds can be flushed down the toier Other ntems for that are
with olood Of other body fluids that connot be flushad down the todet s“ould be wrapped
securely 1 8 plasuc bBg that 18 /mpervious and sturdy (nOt easdy Penetrated! 1t shovid De

pincedn 8 second bag Defore baing discarded w8 mEnner tent with l0cal tor
$DId waste 0ispossl Spdis of DIood Or other Body fluids should De cleensd with soaP and
water or 8 L.} ] As o the | wdividusis ch 0 uP Such $pills should

wenr disPOsadle gloves A disinfectant solution or 8 fresniy prapared solution of $0dium hy.
pocnionts (NOUSENOIC JIERCH See DRIOW! Shouid DE usEd 10 wipe th Br 8 after Claaning

[ tor ders 8! p ) 98nCy hodith cars Providers of prehosdre
tal emergency heaith core mciude the -] emergency
18w enforcement Pergonnal firafighters Lisguards Bnd Others whose job Might raquire them
10 drovice first-rasponss medical care The nsk of transmission ¢f nfection mcluding HTLV-
Il LAV infection from mfected persons to providers of prehospitel emergency hesith care
S$hould be no higher than that for HCWsS providing gency care i the hosPitat if appropr-
ate precautions are takEn 10 Prevent exPOsur 10 DIOOJ of other bOdy flwds

Provigers of prehosprtsi emergency hesith care should 10liow the Precsutions ovtined

sbove ‘or Other NCWs No tr of KBV it dunny mouth-to-mouth resuscite-
1on has been of the nsh of salivary transmisson
of HTLV.L/LAV gunng mouth-to-mouth special should be Jven to
the use of d tie arrwiy SQup or bags snd the weanng of gloves when

" contact with Hood or other body flunds Rnwmnm.mmlm and devices knOwn O Sus-
pected 10 be contamensted with BISOd Or 0ther body fiurds should be used once and Seposed
of or be thoroughly clesned and dsinfected after each use

Mansgement of parantarsl and of HCWs H 3 HCW nas

[] @y of cut) or 6 9. sPlash to the eye ormouthl
axposure 10 M or Other DOdy fhuds the uwcc patient should be assessed Chnically and
to the d of HTLV-R'LAV nfecvon If the sssessment

suggest lhll mieCtiOn May exrst, the PILENT shoulkd De .rOfMed of the inCi0eNt SNG feQuest-
e¢ to consent to seroicgic 19Stng for svidence of HTLV-HI/LAY mfaction i the source patient
nas AIDS or other evidence of HTLV.-HI/LAV nfection decihes testing Of has a POsitive test

the HCW should be eveluated ck and d Ny for ence of HTLV-I/LAV mfec.
1.0n 83 3000 ¢ afte’ the e and, 9 sftar 6 weeks and
on » penodic basis therestter (e g. 3, 6 and 12 montns } to d ne it
teansmusson hes occurred Dunng this follow-up pencd uwmuv the first 6-12 weeus
when most infected [ to t d HCWs3 ShOuId recaive

counseling sbout the nsk of nfection and follow U S Pubiic Hesith Service (PHS) recommen:
dsnions for Dreventing trangrmuss.on of AIDS (20 27) if the source patient is seronegetive and
hes no Othar eviderce of HTLV-HI‘LAV nfection no further tollow-up of the HCW 13 neces:
safy H the source patient cannot be identfied decmion. regsrcing appropnats follow-up
should de ndividusiizad besec on the type of exposure Bnc the ikelinood that the Source De-
1ent was nfacted
$ ic teating of Routine gic tesung of sl patents for antibody to
HTLV-1Il LAV 13 not racommanded 10 prevent trensmussion of HTLV-IIZLAV infecion i the
workPisce Results of such testing Bre unhikely 1o furtner reduce the nsk of transmission
whiCh gven with documenta, “eediesticks. & Biraady Bxtremely 0w Furthermors | ¢ hsk of
k and otner p 8! €2008urds COuld be reduced by eMphasizing snd more con-
9 routinely rec ded nfection-contro! Precsutions (e g noOt reCepP
png nuann) MOr@Over resuits of rOULine $er0I0QIC 131G would Not be Bvsisbie o
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srmergency Coses and PAnents with short IINgtns of Stay N0 SCCILORS! tE3tS 10 Cetermine
whREIREr 8 POSILVE 1831 wis 8 true Of f8ise POSItive would De ragquirec 1 POPUIBLIONS with &

10w pr L of the o 15 based only on CONBIcRIStONS
of occupstionsl nsks end mwlﬂ A0t De construed 8 com., Nndlhoﬂ sgeinst Other usas of
the SOrOIOQIC tast Buch os {or cisg or to { '] of

Since the oxPerience with infected venes lly smong {75% othaik

AIDS coses Mave Deen reporied by Only 280 of the more then € OO0 scute-cers hospeatg m
the United Ststes), s0me KOSDiteIs M Cortein 9OOQrePNC 8ress mey desm it SpPropnsteto
1nLpte s2rologic testing of patents
TRANSMISSION FROM HEALTH-CARE WORKERS TO PATIENTS

Aok of transmission of HTLV-III/LAV intection frem HCWe to Patisnts Although thers
15 1o evidence that HCWS mnfectad with HTLV.HI/LAY heve transmitied mnfecton 10 petents o
nek of ransmission Of HTLV.II LAV m{action from HCW3 10 palents would Sxist # situstions
where thore s BOTH (1] 8 hugh degree Of 1M 10 the PatEnt TSt wo i Provsde 8 portel of
sntry for the virus (e g dunng mvesive Procsdures! end (2) sccess of biood or rerous tind
from the infected HCW t0 the open tissue of o PatIent 83 could octur if the HCW susteins 8
nesciestich Of sCOIDEl Mmury dunng On iNvesive Procedure HCW3 knOwn to De ;nfected with
HTLV.II'LAV who @0 not PerfOrm nvesive Prozedures nesd NOt De restncted from work
uniess thBy Kove svidence of other infection or diness 10r whih sny HCW should be restnct-
8d Whether sda sre nd for HCW3 who perfOrm inves.ve Procedures
1§ Currently Deing consdered

Pracoutions to pravent treasmission of HTLV-HII/LAV infsction from HCwWs to pe
tients These pracautions spbly to ofl HCW3 regardiess of wnetnar they perform invesive
procedurss (V) Al HCWS should wesr gloves for dirsCt CONtact with mutous membrehes or
nonintect sk of 8ll Potwnts ond (21 HCWS who heve e2u08tive igsions Of wespng Germatitis

Should refrem from sll dirgct patent core snd from hendling patent.cere unt the
condmon resoives

[ of pa 1 end b of H s patient
hos 8 D or pO! 10 Diood O other body fluds of 8 HCW the

patient $houid be informed of the mcident end the seme Procedure OUtined sbovs for sxpo-
sures of HCW3 10 patents should be toliowsd f0r O 1. 30urce HCW snd the potentislly ax.
posed petant Managemaent of this type of 8zposure will )& scdressed M more detsil i the
recommandations for HCWe who Perform mvesive procedures

Serslogic testing of HCWs Routing serologic testng of HCWs who do not perform mnve-
sive procadures bneiuding providers of home and Prehospitsl eMergency cirel 18 not recom-
mended 1o prevent transrmussion of HTLV-NI'LAY mnfecuon The nsk of I'lﬂll'mllboﬂ " ox-
tremely [Ow Bnd CON be furthar mirimized when roJtintly rece | pre-

(L] Qi 185t Shouid be sveiledie 10 HCWS who Mey wish

10 hnow their HTL/-IILAY misction stetus Whether indications sxist 101 8r010giC testing of
HC W3 who perform invesive procadures s currently bemng considersd

Ask of of other é by HCWs infected witn
HTLV-L/LAY HCWS who 818 knOwn 10 De infectsd with HTLV.II LAV #nd who hove defec-
tive v Vs org ot nsk of 9 o 0 00n0US
of other nfectious dhsi uu Of particular concem 3 the ask of uun infectsor fOliowing
sxPosure 10 with [ ROt 878 888ily trensmimiac rf SDDrODNIStE Drec oy
11003 ore NOt 10ken (0 g tuberculos's! HCWs nfECIed with MTLV-UI'LAV should bt counseied
st:0out thS POENLIB! NSk BSSOCINC With TONing Care Of DRLANTS with transmissibie inlectiOns

8nd should to foliow "] for 3 controi to
ther nsk of 8xPOSUre to Other mu:houl sgents 115 79) The HCWs personsi phvsicienis) in
with their ' personne! hes!th services ot medicel Cirectors should

aeumum on en mdmictus! Dasis whether the infected HCW3 con sdequately 8nd sefely per-
form patignt-cere guties 8nd Suggest CABNgES In wOIk 3SigNMEnts 1f inCiCOted In moning
s gate 3 of the ston Practices Advisory Commitree anc
ns policies & 9 reQ for 0 HCW3 with five-virus veccime’
should 8is0 be considered
STERILIZATION DISINFECTION, HOUSEKEEPING. AND WASTE DISPOSAL TO PRE
VENT TRANSMISSION OF HTLV-HII/LAV

Stenlizetion snd dsinfection €3 Currently 10r use 122 231 n hesnth
Core on0 Jents! fACiIihes Bre Sdequdte tC steriize Of Ciginfect ingtryments deviCes O OTNe
rlems contamingted with the bICOA ©f other body fluids from (ndividua s intected with HTLV.II
LAV instru or other 1tems tRBt ente’ NOTMal Steriie TiSsue O INE vasIu!
System Or throug Y whiCh blooc Hiows shouid be steru zed before reuse Surgca nstumen

T3
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w3EC ON It Datents Shou!d Be CRCONTAMINDLED Bite: USe FaINE’ 1haN 1us! nAtel wih wale,
O t can be hed dy ot by hend Cleaning by trdineC PENLOANE!
wedting sDPropnate Brotective ditwe (441 and USMG IDPrOPrIate Chemical germicides Instru-
ments or Other AONCIBPOSaDIE 1tams that LOUCK INTACT MUCOUS MAMbeanes should receive Righ.

ave) disintfection

Severd! haud ¥ used M laDOratONes UNA health care feciites
Rave Deen Shown 10 kel NTLV T LAY @t cORCantrationt much jower than are used in prectice
125 When or medical Devices REMICHl QErMICIOns thet ara .

registered with and wweua by the US Environmenta: Protection Agency (EPA) as

19Ats  €an be used either 107 s1erhistion o1 t0r Migh.igvel disinlection depending On CORtact

time  QermiCides that Sre 3PPTOved 10 use a8 “hospitel 0 " ane are

cidal when vsed at appropnate diutions cen i50 LE used for high-lever dinfection of

devices and G des that are my sre pra mvco:

bacteria reprasent one of the most groups of i

that are eHective sg@nst mycobacteria ere eiso sffeCiive 3gUnit Other ucm\ai ang vrdl
9 When » are used ©Or dewices 10 ba steniized or 0is-

infgcted ShOUIS be thoroughly cleaned before §XDPOSUre 10 the garmicias nd the menutactur.

8¢ 3 nStruchions 107 use of the ermiciae showid be foliowed

Laundry end dish g Cycles used n are to
ndte hnens Oishes QUSSwirs and wientis Wheh clasning environmentsl surteces houts:
keeDIng proced: used is ore 80 svrtaces d to blood
ang dody thads Should be cleaned with 3 deterg by using an
E%4.approved that 1§ my dal o L 9 up Suth
spdis ShOUC weer O, gloves Int on abel Cisens of commaercial ger-

micides can be obtened Dy wnting to the Osmtectants Branch Ottics of Pesticioes Envwon. |
mental Protection Agency 401 M Street. S W, Wesnington D C, 20460

B 1gion 10 hospaal disnfectsnts. » freshly preparsd solwnion of sodwm hypochionte
{nouse i DIsBCh) 1§ BN 1NexDENSIve 8nd vary sitective P (28) C nag.
ng 1rom 5000 pom & 1 10 duution of househokd Dissch) to 500 ppm s 1 100 ddutiont
s0dium RyPOChIONte ere sffective dependng On the smount of erganic Matensl kg biood
mucus 81C } Present on the surtece 10 be clesned Bnd dumntected

Snarp items should be s p ¥ and should be handied end i3«
POSEd Of with Sxtraordinery core 1o Pravent ~~cdentsl munes Other potenuslly mnfective
waste should be ~d Tec in G ry 10enuNe  Mpervious plastic bags I the
ctithedag s cmmua with bigod O Other body /1 ds. & S8CONG OUter Dag showid
be used R tor @ of mfectvz ~ Jte {23) ere sG¢QUate foOr Ors.
posal of waste CONtamnated by HTLV-I/LAY Blood enc oher body fluxis May be Carstully
poured down a dram connected to 8 SEnItary Sewer
CONSIDERATIONS RELEVANT TO OTHER wORKERS

Personal-asrnice werkers (PSwel PSws are defined a8 mdivdvals whose
vOive close Personal contect with chents e g. h barbers, cosme.
massape therepsisl PSWs whose sarvices (tattooing ear
DI"W\O acubunciure m) raquire needies Or other Mstruments that penetrate the skin
should follow precautions mdica'ed for HCws Qh there i "0 of
of HTLV-HI/LAV 1rom chents 1o PSwWs. from PSWs 1o chants @ between Chents of PSWs &
NSk Of 1°ANSMISSION Would saist from PSWE 10 Chents €nd viCE VOrss i BIUSLIONS where there
1 bOth (1) trauma to one of the Ndviduais ihet would Drovide & portst of entry for the virus
and {2) access of biood or serous fiusd from one nfected PErson to the open ussue of the
other s could occur if #1tner sustamed 8 cut A nsk of ransmsson frOmM Chent to chent exists

wheEn nstruments contaminatsd with biood sre not i o b chants
HBY hes Deen 0 wy rarsly i ac' puncture sar Prercing
and taT100 SsWDIsAMants end never mn other vice d 0 that any
8k 10r HTLV-BI/LAY trangirission it POTSONSI-S8rvice Sattings must be cnmnm lcw
Al PSW3 snouid be sbout of bloodb Iuding
HTLV-U/LAY ang HBY Such sduation should of good hyg
s end 1 Tars a0 canbe phshed by or state D'e'uuonl or-
GINIZELONS with essistence from state end locel health departmants using lectures at mest.
ngs or seit t s L ’ Shouid mnciude svidence of such

10 p the skin (8 tattoomg end scupundture
neeCies s8r piercing devices! SROUII De used o~ne end 00880 Of or De thoroughly clesned
#nd s1eniized after 83CH uSE LKD) Procedures recommended for use M hedith-cars Netitu-
rons k ents NOI 1o the skin but which may become conteminated
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with DI0OG (e § 8207’ ShOUIC be used 1Or Only One Chent 3nd be Cisposec of or thorougnly
claanec an0 Jisntected sher use using procedures ncwmtndoa 107 ws® 1n hedIth Care INSL,
tutions Any PSW with eaudstive 5:0ns Or e ¢ of HTLV-Ill LAV in-
fection Status ShOUID retrdir frOm CIrECt CONTACT wrth Chonts wntil the condition resoives
PSW3 knOwn 10 be intrsted with KTLV-B LAV need not be restncted from work uniess they
Nave evidence Of Other MIECLOAS Or dinesses for which any PSW should 8iso be restricted

Routine serologic tesung of PSwWs for antibody to KTLV.M/LAV 13 not recommenodd 0
preven: transmission 1rom PSWs to cients

Food service workers (FSW3S) FSWs ere detmed as individudis whOse OCCUDStONS -
vOlve the preperston of serving of 100d or beve
bartenders dirhne 1 All epvd gic ng
bome and seaudlly ransmMtted INfECIONS Bre Aol trens Mitted JUNAQ the Preparation or strving
of 1008 or beverages and no nstances of KBY or I{TLV-N/LAV transmusion have been docu-
mented m this setting

All FSW3 should follow recommended standerds end practices of good persons! hygiens
ang (ood samtation (261 AllFSWS Should exercrse care 10 Bvoid mury 10 hands when prepar-
ing 1000 ShOUIO such an Mury OCCur DOt and sanitary wouid dictate
1hat 1000 COntamiNated with biood be discarded FSW3 knOwn to be miected with RTLV.IIl
LAV need not be restricted fr0m woOrk uniess they have evdence of otherintection or ilingss tor
which any FSW snould aiso be restricted

Routine serologic testing of FSws tor antdody to KTLV HI'LAV i not recommaended to
prevent cisease ansmission trom FSWs t© consumers

Other warkere 3nSnng the same work eavirgnment No known nsk of transmission to
CO-wOrkers Chients or consumers exists from HTLV.HI'LAV.ntected wOrkers in Other sertings
{e g offices scnools factores construction sies’ This mfection s spread by Sesudi contact
with infected persons Wyecton of conlsminsted biood or bIood proo s and Dy pennatal
traNEmISSIOn WOrkers known 10 be Infected with HTLV-NI/LAV anovid 1 be restncted from
wOrk solg'y based on this fiNCing Moreover they ahould not be restrcted t = utmg tele-
phones office squipment todets Showers estng ' and whter {
contaminated with blood or other body finds @f any worker regardiess of KTLV.HI uv ntec.

10N $181us ShOUIC be cleaned with S03p and witer or 3 9 A disint i ors
tresh solution of s0dium nyDOchionte (MOUSENOII Disach. aee BDOve] ShoUId DE USed 10 wipe
the stter clesning
OTHER ISSUES IN THE WORKPLACE

Tne n and " this do not all the

potential issues that may hdve 1o be cons.dered when Making sPec:fiC 8Mployment decisions
for persons with KTLV.{I/LAV mfectuon The dugnoss of NTLV-I!I/LAV n1ecton may evoke
unwarrantec t88r ang SuspiCOn N $OMe Cosworkers Other uwﬂ that may be considered 1n-
clude the need for confidentiality 3pphcable federal alste Or IOCHI 1Bws QOvEMIng OCCUDS
tions! satety and MeBIth Civil ngnts of J workers 18ws P of
col (] g 89 y of medicyl records mnformed consent em-
Dlovee and patient privacy nghts Snd emBloyee AGR1-10-know Statutes

OEVELOPMENT OF THESE RECOMMENDATIONS

The inf and " these r dat we ¢ Jevels
oPec and compiled by CDC and other PRS agencres m consultation with ndividudls r presents
ing varipus o The tol g were represer A 5t State

ene Tlmloml Hegith Oticiats Coﬂhnn:e of State an. Temtorial Epicemi0IOg st ASSOCIS-
1on of State and Terntona! Public Hedith Lsboratory Directors Nstions’ Assocaton of
County Heslth Officials Amencan hospital Association United States Conference of Loce!
Keantr Otficers Associaton for Practiioners in Infection Contro! Society of Hospita: Epigem.-
ologists of Amenca Amencen Dents! Association Amencan Medics! Assocdtion Amencan
Nurses As uon A A of M | Colieges Amencan Assocaton of
Dema' Schoois National Institutes of Keaith Food and Drug Administranon Foos Resesrch
Institute Aations: Restaurant Associstion Natcasl Kairdressers anc Cosmetoiogists Associe
uon Aations! Gay Task Force Nations! Funersi Directors ang Moric:ans Association Amern-
can Assocanon of Physicians for Humen Rights and Natonai Associstion of Emergency
Medicsl Techricidns The consultants 8iso iINCIUDRC ® (aDO! uUnIOn representstive an stipme
8 COrDOrate medicsi 0rector NG 8 PALhOIOGIS! HOv-evEr IRESE rECOMMENTAIIONS MBY MDY L~
fiect the viey, s of INTivigUBl CONS J11BR1S O the OTEBMIZELICAS they redresented
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Apcocences
t €T A wnmung IAIDS) 1or chence! an0 19DOTS° D7y statls
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§ COC acw for sgunst virsl hepstits MMWR 1885 34 313 24
328-338
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Raprinted by the
U DEPARTMENT OF HEALTH AND MUMAN BERVICES
PUBLIC HEALTH SEAVICE
from MMWR, Mey 22, 1987, Vol, 38, No. 19, pp. 208-289

Update: Human immunodeficiency Virus Infections
in Health-Care Workers Exposed to Blood of Infected Patients

Six persons who provided hesith care to patients with humen immunodeficlency virue
Mmmmwmmmmkmtwmowwmwnmﬂomm
infactron Four of these cases followed needie-stick exposures to binod from patients nfected
with HIV (7-4) The two sdditionsl cases involved p who provided nursing care to per-
sons with HIV infection Amhmdmmwmoutmm-nunm.
homhodnmcm:wﬁhﬂoodovbodv'hddlo'mmhdpamtlﬂdmh«ob-

served Y bamer p (5.6)
COC has received reports of HIV infection in three additional hesith-care workers folloving
non-needie-stick exposures to blood from nfectsd p The d during

1986 1 three different QeOGraphic areas Although these three cases represent rers events,
they reemphasize the need for heaith-care workers to sdhere rig: ly to 9

control for the risk of exp 10 blood and body fhnds of e
patients (7-9)
Heal:h-Care Worker 1: A female hesith-care worker g with an ful ot

temot 10 insert sn artenisl catheter in a patient suffenng & cardisc Svest in an smergency room
sprhed pressure to the insertion site 10 stop the bleading Dunng the procedure, she may
have had & smel smount of biood on her ndex finger for about 20 minutes before weshing
her hands Afterwards, she may 8iso have assisted in clesrng the room but did not recall any
other sxposurss to the patient’s blood or body fhuds She had no open wounds. but her hands
wers chapped Although she often wore gloves when anticipating exposure to blood, she was
not weanng gioves dunng this incident

The patient with the cardiac srrest ded A P or tied P ys
s conmn mmmouoodnmpbwumm'ovuv dy by
sssay (BA) snd Westem biot methods Twaenty days sfter the mncident, the hesith-care
worker becsme i with fever, myaigis, sxtreme fatigue. sore throst, nauses, vomiing, duarrhes,
8 t4-pound waght loss, and g ymph thy which her phy d d o8

a virel syndrome That diness lasted 3 weeks She feit much better § weeks efter th; meident,
snd, when she wes d 68 after the incident, alt signs end symptoms had re-
Sha had d blood 8 hs before the incident end was neg: for HIV anti-

body by E)’  She donsted agein 18 weeks sfter the mnedent and wes posstive for HIV by EIA
and Wes'sm blot (bands p24 end gp4 t} Serum samples obtained 20 end 23 weeks efter the
incident wers slso positive for HIV sntibody She stated that for over 8 yesre her only sexusl
partner had been her husband who derved nisk factors for WV and wes seronegetive for HIV
antibody She denied sver 9 o blood f ever using wntrsvenous drugs, or
having eny needie sticks or other significent exposures to blood or body fhuds i the past 8
yeare Her sarologic test for syphiks was negative Fifteen otfier employess who ssisted in

the cere of the patent were g stiesst 4 hs after the exposure
Health-Core Worker 2: A female phisbotomist was filing ¢ 10 m! vecuum blood collec-
1on tube with blood from en outp with @ Susp: d HIV it whaen the top of the

tube flew off and blood splettered around the room, on her face, and m her mouth She wes
veenng gloves 10 protect her hands end wes wesnng eyegissses 5o she dud not think she got
any blood n her syss She hed faciel acns but no open wounds She weshad the bicod off im-

diately after the exp The outpatient’s blood sample wes positive for HIV antibody by
EIA and Western biot, and @ hepatrtis B surface sntigen test wes negstive The phiebotomest’s
EIA wes negetive the dey sfter the incident end agein 8 wesks lster ‘When she donated blood

9 after the expx she wes p for HIV body by E!A and Westem blot
{bands p24 end gp4t) She has had no symptoms She derved heving eny sexual contect
during the previous 2 years, ever using drugs ly. or ever g e f
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Two months atter the incident. she scratched the back of her hand with 8 nesdie used to
draw L'10d from an ntravenous drug sbuser of unknown HIV-sntibody status Sha dsd not
biesd as a result of the scratch and has not had any needie-stick iyunes m avar 2 yaars Her

3070/0gic tests for syphis and h 8 were nega A who was sp
with blood on the facs and n the mouth dunng the ssme g 1 yesr
after the mcident

Heslth-Care Worker 3: A female | technok was lsting an aph ma-

china (s device to separate blood components) 1o comect » problem that devaloped duning an
outpatient procedurs when biood spilled, covenng most of her hands and forsarms Sha was
not waanng gioves She does not recall having any coen wounds on her hands o7 any mucous-

b & she hed ©on one ear and may hava touched it She
wnwmuoodoﬂmunwmmacmmmnmnfmmwm The patent un-
dergong the apherss s had denved nsk factors for HIV mfection However, » blood sample
from the patient was positive for HIV antibody by ELA snd Westem biot mett ods and negatrve
for hepatitis B surface antigen the next day The technologwst's H'V-antbouy tests ware ne ga-
tva 5 days atter the axposure and sgein 6 weeks Ister Eight weeks after the vxposure, she
hed an nfluenza-kka diness with fever, mysigia, disrrhes, hives, and » pruntic red macular
rash on her arms and legs Tmmmamﬂmwmawhphvmmt'-mm

the iiness wes p v & vral syndi Tivee after the the was p

for HIV antibody by EIA and Western blot methods (band p24 slone) Four monihs after the
dent, » biot was positve (bands p24 and gp4 1) She mdicated that for mors than

8 years her only sexual partner fad been her husband. who derwed risk factors for HIV infac:

tion and was 0 for HIV sntibody She denied ever receving a transfusion. sver

usIng Intravenous drugs. or heving any needie-stick NUNJs I over 2 years Her serclogic tasts

for syphsks and h 8 were negs She has an & logic disorder which hed been

treated with corticosteroids in the past. but she had not taken sny immunosuppressive medi-
cation for the past year A coworker with » similer sxposure dunng the sams P-ocedure ra-
mans seronegative after 3 months
Roported by Mosprtal infections Program and AJDS Program, Zenter for infectrous Drsesses COC
Editorial Note* Three instances of hesith-care worke:s with HIV infactions associated with
skin or mucous-membrane axposure to blood from HIV-nfected patents sre reported above
Caratul investigation of these three cases did not dentify other nek factors for HIV infection,

ithoug ] or forg needis-stick to other nf cannot
be totally axcluded The axact routs of transmission in these thres cases ts not known Haealth.
Core Worker 1 had chapped hands, and the duration of contact with the blood of tha patient
xpEnencing & carchac arrest may have been as long as 20 minutes Heaith-Cars Workar 2 sus-
taned of orat Tius wndk #i80 hed acne but did not
recall having open lesions in addition, sha hed sustained a scratch from a nesdle used to oraw
blood from an intravenous drug abuser of unkown HIV-infection status Heaith-Care Worksr 3
hed a history of dermatits vohIng sn aar Health-Core Workers 1 anc 3 wara not wasnng
glovas when direct contact with tlood occurred Heasith-Care Worker 2 was wasnng glovas,
but blood contaminated har face and mouth

Three onZoing prospective studies provide data on the magnitude of the nsk of M, infec-

ton incurred whan health-care wurkers ars axposed to blood of infacted patients through
needis-stick wounde or contamination of an open wound of mucous membrana in 8 COC
SOOF3retiva surveilancs projct (10), » total of 3,097 health-cars workers with parsntaral or
Mucous-membrane axposurs to the blood of patwnts with AIDS or othar manifastations of
HIV infaction had bean anvolied as of March 31, 1987 Neadie-stick wyunes and cuts with
$harp abjects accounted for 969 (83%) of the axposures to blood, 298 of thesa had paired
sarum samples tasted for HIV antibody One (0 3°.) seroconverted (2), indicating that tha risk
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of tr dunng these 18 vary low In addit 9n, 70 health-care workers had
0pen wounds exposed to blood, and 58 hed to blood
sure serum samples from 82 of thes. 128 workers have been usted for artibody to MIV.,
none wes s6ropositive

In » study at the National institutes of Health (77) through Apnl 30, 1987. none of the
103 workers with percutsneous exposures and none of the 229 workers with mucous-
membrane exposures to blood or body fuds of patents with AIDS was seropositive Anho

University of Cakforrus (72). none of 833 workers with open or
exposed to blood or body fluds of patients with AIDS wes seropositive Although the precise
nsk of dunng of open ds or to

od blood cannot be defined. mmmmmnnmtuvmm

The three cases reported here suggest that exposura of siun of m.cous membranes to
contsmnated blood may rarely result in transmussion of HIV The magmitude of the nsk 18 not
known $ince data on the frequency with which such exposures OCcur are not avaiable Skin
and mucous-membrane exposures ars thought to occur much more commonty than needle

sticks. and the nsk associated with skin or 18 hkely to he far
lower than that sssociated with neadis-stick mnjunes ! the 9 P )
of HIV infi the for such pacially w* an recom-
P e not followed
its mlukdv that 1 outing serologic testng for HIV of sl d d to hosp-
tals would have prevanted these exposures since two of the three exposures occurred in the
outpatient chie setting. and one d dunng » effortin an 0 room

shortry sfter the srmval of tha patient At the time of exposurs. Health-Care Worker 2 suspect-
od that th. source patient was mfacted with HIV, but Hesith-Cars Workers 1 end 3 did not
The hosprta! whers Health-Care Worker 3 was exposed has » protocol for apheresis which
normally nvolves HIV-antibody testing of donors. :owaver. such testing was not done i ad-

vance of the procedurs Previous CDC d have d the value of HIV
sarologic testing for patient diag! snd o and for pr and control of HIV
transrussion (1.3} and have stated that some h 0 co-tan geographic sress may desm
"t approp 10 intiate logic testing of {7} Such testing may aiso provide sn op-
portuity to reduce the nsk of HIV infection to health-care workers. but it has not been estab-
lished that knowledge of a patient's ogic status the J of hasith-cers

workars with recommended pracautione
These cases nmphmu again the need to implement and stnctly anforce previously pub-

lished for g the nsk of to blood and body fluids of sk pa-

tents n order to prevent tr of HIV mn the workpt and dunng

procedures (7-9)

1 Asp routing pe must be folicwed when there 18 » possi-
bility of nDoiuu to bicod or other body ﬂmdl The articipated exposure may requee
gloves slone (e g. when placing an intr or dling items soded with

blood or equipment contaminated with blood or other body fhuds) Procndurn nvolving
more extensive comtc! with blood or potantially m'l\.llvl body iluds (s g . some dentsi of

p ot p tem } may requwe gloves, gowns, masks,
and eys-covenngs Hands and oth-r connmmnod skin surfaces should be washed thor-
oughly and diately if d with blood (7) These Precautions
deserve particulsr h n gency cars @8 n which the nsk of blood expo-

sure 13 increased and the infectious status of the patient is ususlly unknown {1 4)
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2 Previove have haei of p and
membrane exposures of heaith-care wofltm n addition, huml-cm workers who sre
nvolved n mcidents that result in g lsrge of blood
or prolonged contact with blood —especisily when the skin 18 chapp: braded.,
or sfficted with dermatitis —should follow these same M
serologic testing should be svailable to a8 hesith-care workers who are concerned that
they may have been nfected with HIV

Aeforences

1 of HTLV-M from e patent infected n Atnce Lancet 1984,
213787

2 Stncot RL, Morse DL HTLV-MALAV 9 a Geep
wnjury [Letter] NEngl JMed 1986.314 1115

3 Oksenhendier E, Harzic M, Ls Rous JM, Rabin C, Clauvel JP HIV infection with seroconversion
after a superfical neediestick injury to the finger NEngIJMnuu 315 592

4 Newson-Vernan C, Arfi S, Mathez D, L N Nood! HIY seroc.nversion in
onurse Lancet 1986.2 314

6§ Gnnt P McEvoy M Two sesc:ciated coses of the acqs mmune (AI0S)
PHLS Commun Dis Rep 1885.42 4

8 CDC of human T-ly virue type v
mm-cnun.mmmmmewn|ou 35 76-9

7 CDC S Y for -] of with human T.
vrus type d virus n the workplace MMWR 1935,
34 681.5,0691-§

8 COC A for of with humen T- virus
mwmmmmmmeM|no 38 221-3

9 cxwmwmmw—mmuyM|m:szs1u

10 McCray E, The C: Sur Group O« risk of the acquwed wm-
munodeficiency syndrome among heaith-cars workers NWJM«HQ“ 314 1127.32

11 Henderson DK, Sash AJ. Zak BJ. et ol Mgk of n with human T-colt fy

vus type Wiymphadenopathy-8esocisted virue in 8 large cohort of intensively exposed heaith-cere
workers Ann intem Med 1988, 104 0447

12 Gerberding . B vent LeBlenc CE, Nelson K, et sl Musk of g the humen
virus hipatits § virus and cytomagalovirua 10 hesith-care workers exposed to petients with AIDS
ond AIDG relsted conditions J infect Dis 1987.138 1-8 O press)

13  CDC Mecommanded for MV ond testing n the prevention
of Y miection snd AKX .tlents. Georgis US Department of Health and Human Services, Pubic
(Heaith Service, 1987

14 Boker JL. Kelen GD. Sivertson XT. Quwnn TC . human vwus in crti.
cally il wmargency patents JAMA 1987.257 2608-11

15 CDC Prevention of scaurad immune deficiency syndrome {AIDS) report of inter-agency recom-
mendanons MMWR 1983.32 101-3

18 COC Provisional Pubkc Heaith Service inter.agency recommer.dstions for u'nn-nn donnndblood
anu plasma for antibody 10 the virus causng
1985.34 1.5

‘it 8 HCW [health-care worker] hae o parenteral (s g. neediestick or cut) of mucous Membrane (e g.
spiash to the m or mouth) exposure 10 blood or other body fhds the source patient should be as-
sessed chnicalty and [ the hood of HTLV-NVLAV {sic] mfsction H the
thet may sxist, :he patient should b8 informed of the incident and
requested to consent 1o serologic testng for evidence of HTLY M/LAV (sic) mfection If the source ps-
tent has AIDS or other mdmo of HTLV-W/LAV [8:c] infection, dechnes tastng. or has 8 postive tecl

the HCW should be eval y and y for of HTLV-MLAV [gic] mtection as
soon #8 possible sfter the exposure. nnd nl uvonmtm muud ofter 8 molu and on e penodic basis
therssfter (eg. 3, 6 and 12 months ) 10 haa

Quring thus foffow.up penod, especisity the st 6.12 weeks. when most inncud Pei30ns sre expected
1o seroconverl, exposed HCWs should receive counselng sbout the nsk ¢° infection and follow U S
Public Health Service (PHS) for of AIDS (15,16) If the
source Patent 15 seronegative and has no other svidence ci HTLV-B/LAV {sic] infection no further
follow-up of the HCW 13 nacessery If the source pstient cannat be wdentified, decisions regarding ep-
propriste foliow-up shoukd be indrvidualized besed on the type of Sxposure and the Lkelhood that the
Source patient was infe.ted (7)

Lo
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SOCIAL HEALTH ASSOCIATION

THE AMERICAN
NATIONAL AIDS HOTLINE
PO Bo 1274

New York, NY 10113




NDs.amjedeehaerw
Synorome 8 a We-threatenng
mmmmw«wmm
VaCng Qs wiusses and other

AIDS & not spreod from penon t

YOU ARE A RISK

FOR AIDS IF YOU

» have monined of sienpopeed drugs

» hove shared Needses Or works

» have frequented shootng galienes of
fented wora.

» NOVE hOa seu with SOMBONE who has.
been exposed to the AIDS wus.

YOU SHOULD SEEK HELP

IFYOU HAVE .

» unexpkned ond Prokonged fahgue

B SWORN QIONGS N YOUN NECK, OMMPAS o
Qron, with Or without PO

» whitish blofches or bumos ins s your
mouth fwith g sore #voat) these may
oho be found 1 e NOe evelds of
rectum

» ropxd wenght 106 (more thon 10 pounds)
n the past o months

» unexpioned tever chils ond drenching
ught SWGTS lasiing MOre han several
wees

» porustent Garheo oF BIoody stoots

» G $upborm, dry Cough not rektedc o o
cold gllergras O SMokng

» persstent chest pom of shornass of
breath

B TOUDI@ SWOOWING Of $8vDi e heartbum
that P rsasty

» purpie gsions of dscoloiahor 1 skn

05’:"

It any of these symptoms appea, t DOES

HOW CAN YOU PROTECT

YOURSELF FROM AIDS?

» THE BEST PROTECTION IS 0 STOP
USING DRUGS. GET HELP 1O
OVERCOME YOUR ADDICTION.

» IF YOU DO USE DRUGS, DO NOT SHARE
NEEDLES OR WORKS. Leam how Yo
clean your wors.

[ Domuanmoomcovo

> Mwmwcomomlml
WHEN HAVING SEX.

IF YOU ARE OR HAVE BEEN A DRUG USER,
YOU MAY HAVE ALREADY BEEN DXPOSED
TO THE AIDS VIRUS.

TwoO thirsds you con do

» Don't sk further exposure

» Dont spread ihe vins to others

1 can Koke as Iong as five YBON atter
exposure 10 AIDS for O ugn or symelom
Ot 11 cinease 10 ApPAKK K you $Hoo!
anuge, or have done 10 get o phwscal
‘enorn Ond seek heip 10 et over your
acachon

192
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What Is AIDS?

AIDS standds toe & guired tmmune ety
ey e

AN 1 vaesend By vvirus known as HIV
thurm yn imeanods o iy virss This
wwus harmn e hody «immune stem so
A cannot gk ol mte oo and cancers

These = na cure i AIDS Bul 0w e
ntec bon or 1ancer that kills the peaon
not the ADS virus el

The numbe pne cause ol de ath ot per
sors wath AIDS m an mles on m e ings
Lalledd Preumnt y I Canmn poeumon
IPCPY Persons with AIDS 1 abvo g1 )
rancer cal'ed haptas sarcnma (kS RS na
(ancee of the G s heiwath the shin tts
passible of peoyke with AIRS 1o et h sth
PCP andt kS

How Do People Gel AIDS?

Al s <pread theough the Cxchangs of
body fluxk mostly semen and blood s
defiratedy specad through sl contwer o
wiercourse AN 1 not sprcad by casudd
contact 1 oot an aehom dieeas

S0 far n the United Satcs gy andd b
sexual men have been most al sk i gt
g Al More than I of cases have
been in these lwo grinps

Another group at bt ek of getting
AlDS 1 intravenous (V) drug usens who
share needics The vine w passed o
when neetties are e stiraiized bolwien
wnes Blood holdew the vis may tw kot
on fhe needie and passed to the neat usex
Wiping ol the needh docsnt get nd of
the virus

[sealilaY

0
L'l

Senn Btcos anl st o il
o e ness gt MO A prowany
numbeeed mnnts fachse AMON Aot
these babag s bod mothaoes whi hor ol
DS o wer ©aposed 10 1he s

Atew peoph have gotien the virus tinn
AIDS contaminated blood transtusinns
Blood i now tesled 1or the AIDS virus v
chances o getbng ot toed this was an
small

Onxe aperson has heen evproserd 1o iy
virus i 4an Lake mswhere rom b months
1o boacars o devilop AP The s ot
the ircubaben pernn ot oo oy
iy poophk 1 ygiosed 10 the vires wall d
viop AN

o penpk s sposed i e AIDS s
nenee wtually et thomsehe Thse
poople ne called Cners Anongh o
e s hovk healtin oy can gne Al 0

XU Partoee o I someoic swihio uss
ther neveddl

Carriers oo bk and I paticeth s Y
tor a long tmc mate cven the oot
ther ves Other prophe will dhselop
mddoc tom af ADS callod the oS
fate d comph v or ARC ARC w0 onier
SOMKE e M B0 W 00l ma turn
wio Tlull Dlown ANDS The sympioms fie
ARC ant the same an those oe AIDS nh
ot as aven

What About Vwumen?

Wormen weount for = o of all AN case s
oty the Uniled Satcs This number nosmaly
bt 1t 18 growng:

Wome  mest at nsk of gt MDA ane
ncedle shaning drog usos Novtan
weanen who are the scaual pastners ot

(414




ERI

Aruitoxt provided by Eic:

men i high rek groops Wome o whi
have had mon thaond w putone g
o T fast bew v ane alue ot ek by
cause of the kg xubalen penod

The nambes of chdren gettng Al
from thear mathen koako a toncorn S
exitnts think the decase s passed Irom
mother 1o utant o the womb a1 bnrih o
mavhe whik breasttersiing

Nt rveny chedd of an ifected mothes
RO AIDS Kt aton ¢ asacf tr intants o gt
the e s e aus thes mimmine s i
wo 0of s chndloped as adui

Womn e cd ke peco it o
helpprovent the spuacd o MDS Sews
FISY the uimber o0 c1se s s bee o e
bling exers > 1Emonthy e ke s
B o 1 sacom o cane s men i
™ wamins aeed o uoders i DS
oweder o et ot thom s ot ol
then they iy hane

Women at Risk

& Weomnawhe b osed (v drogs

» Wonikn who at ar bne duen
paarners ot Wodrog usess iowsl own
o e with hemopulia

> Women bom wher the vins o ol
passed thaogh mak temak w unit i
falons esprcnlly Ham ind Atrean
Countoes

B Women wich s than ane oy
Patoes over the past e ye i

What Are the Symptoms of AIDS?

Alam of Ihe symptoms of AIDS are hike
thirse of Lolds or stomach fiu The difler
eneewith AIDS 15 that the symptoms
T kevp coming back or dont go away
arall

Ham ot the symptoms Iisted below go
N 108 v e you should see a doc
tor
» Uncxplanwed wesht ks greater than 10

Peunwly
PErastent tevs gt nght sty
Ihasthe 4
Chumk tatgor
Sweollen glankds asialhy 0 tx sk arm
s o gron
Uinewplatiend dry cough
Shortne s o breeath
White spots i onusadd | lemishe s on
the tongun cr mouth

AIDS Can Be Prevented
AIDS w spread by thy ¢ w hange ot body
thud \omin necd 1r b ves ol
sl the e nehaoge of the s s capn
oally tfunng sex Sesual activiees that
bt tar vagimal or e 1ol esues shookd
alvo b avewced
Wormcn can feduce the sk ol ge thng
AIDS by et g sate v
P Alwavs s condoms 1o vaginal and
nab vy
B RROW @ x partners andd sk them abuout
e is e alth
& bt the numbier o v x parine e
B vou s I drugs cko ot shate ey
(s Ui onty steride crpuiprm of

Talong the Test

A test 10 show o a person has AIDS
antibodies o avalable  {Antibodies are
agents the body uses to fight disease ) Pri-
vate physcans and most state and kocat
health depar*ments can gve the test

It anithodies are found n a persons
bland it means that they ve been exposed
tr the AIDS virus It does not mean that a
pervon has or wil] get AIDS 1t abo doesnt
1ell d a person o sill mfedled There s no
Wy 0f Knawing if of whe n persons shown
feshave AIDS antebodhes will develop AIDS
r ARC

S women should convuder being
tosted] For AIDS 1 you bedong 30 any of the
high ek grimips and are extner pregnant o
thinking about ge tting pregnant the test
will il vt i you v been exposed 1o the
AlDS virus,

Women who have the test should akso
1onwder counselng v they can get up to
Adatt 2ccurat inlormation on thew test re
Aults Counseding v availabls at kxal and
STl agemues Ayone pving the test can
AT vOu t ok \wwuf(am

for Wuetn e danabon contact AIDS
Hothne 800 142 AIDS U'S Public
Health Servee

W T b apen,
b e gt Ehraers warshaw
Whs W nen Shound Anow abour AN 1
R R A N P
S e saw

v o

weC e
TOMS IO ks ey s e«
ST I 1 e vl vl brwe g 1
bt
Yo e

Ko 1 Lt P
s

€92




L&'[4

ERIC

Aruitoxt provided by Eic:




ERIC

Aruitoxt provided by Eic:

REJELT THE MYTHS

surrounding the Hiness Conty
tion and misinformatian have
given rise 1o 8 great desi of
UNNBCRISATY DANIC
TARS NLCLSSARY
STErS

10 profect yourselt and others
trom contracting AIDS

investigators have discovered (he virus that cruses AIDS
Extensive research continues in the hope of develaping
alteciive treatments and a vaccine for thia ifingss
HOTE We 010 maing very #1101 o Brwitn v T 1 ubot Wosmaion
vviaiie ks mation it beek ot wed <yt A1 98 ANy 087 Spuents
WP AL TS A U BT O A B e e A 1 88 £BRRICR On 4108 Continm 0y Avading M buckiet o et § WAKITLAY on
€ M0t o omes e -t e TR o dare e W08 drrion o meked e et A1OW st

<

gg¢



ERIC

Aruitoxt provided by Eic:

What

CAUSES

AIDA

7

A BEALTHY
AMUNE SYSTEM
nciudes special kinds of white
blood celis celied B celis ang
T colls and depends on a balance
of certain kinds of T cally
* Helper T cells assist antt
body-producing B cells in
tighting diseases
& Suppressor T celis cal off
the attack when the
vading disease
has been
stopped

seems o alfect the balance ol
heiper and suppressor cells
& HIV apparentty destioys heipet

csiis wihoul allecting supptes
sor cells propotiioneisly

Resasrchers

have isolated end
entifed the enuse
-- 8 virus eslied HIV |
(Hurren

Vire)

& When _uppressor
celis outnumber
heipar colis the
immune system
does ol work
welt

4 meck, underarm ot groin area | . unabie 10 fight off & Pumber of

® recurrent Inchxding serious Hnesses One common
e NI O L
i om tor fare perashio nfection of the
:.W'":m r lunge, sympioma of which are
| ¢ conslant fever cough, snd short

<® Garthes and dimoened | ity nese of
. 14 5 <
. @ white spots or unueual R SO L

g
z
i

-
. E
/

—_—

Sceentitic Tesearch shows thal HIV may also attack fhe nerv
OuS system causing damage o the brain and spinal cord
L Signs of damage may include memory ioss inditference in-

#bility 10 make decisions pariial paralysis loss ol coordina
ton and other probkems In controting the body

Reseorchers hova developed 3 test 1o datact enthodus to HIV

the blood The test, which J

shows if 3 parson hes ever been infsered

incicate. thet 3 parson hes AIDS or will nesesesrtty devalcp 1408
1 you thik you ve Deer PID0IRd 20 MIV CONTUN yOU! DhYSICIn OF Your

S1810 01 Kol PEANN depa(ment 10 airange Jo! & antibody test  don t
donar ™ order 10 be tesied

9¢2




O

ERIC

PAFullToxt Provided by ERIC

el
15 AIDS HIGHLY
CONTAGIOUS T
faniert sciornfc mesarch
incheate s that ADS 16 rot
Hansatted theoodd
wracud contack, ey

v Hhat 45 ot soread
Heuigh e ar

261

‘ D N
Y vl ceTs mps?
GO% ARBF VTR " " 440 rigk contracting AIDS tivough asust

NOPOSEYIAL activity Especially at risk 3¢ thoee with '
& BIOSYVNAL [ 68 many secusl pariners

who mey have been exposed 10 the #-
neee by sharing contaminated needies.

and rigk AIDS through
*_autl gectivity and drug ues

" Mgshcnmmudpmmdm
HEYUALS AIDS patients of other parsons at
of getting AIDS

and oiheta who may have conlracted AIDS
NEMOPHILIALS through the Jee of donated bicod and biuod
products

A smail number of sduit and adoles-
cent cases don | {it Into ihess groups
Other cases have occuiied among
chikiren who have been given biood of
bloodt products or who may have con-
tracted AIDS trom an infecied mothet
see p 8)

pNot”

A few health care workers who are
metnber of high 1sk groups of who
faled 10 K 0w teco ymended sale'y
procedures ¢ preve:t contact wdh
infecied bioud ot body fiuids have
developed antbodies 10 the wirus thal
causes AIDS

L9g




Aruitoxt provided by Eic:

ERIC

Mﬁs FOR HEALTN, CARE s

mnl » the lw o m a5 %-. : M- -
o qg ; A "-“ v 5' '
SN ! ¢ e
Al permanal should follow \ f Also, follow specific
thaie genersl guidehnes: N the Certus for D sesse Control
5
for your Job.
DON'T MAKE AvoID DIRST STAY R
ASSUMPTIONS CONTALT Of wEoRMED » regveNy use moTect
about who 1s in- Your. S about your hesith i wWourps 01SPOSABLE OPEN wWourps
fected Take neces and mucous mem- care faciity 8 pol % {  trom sharp instru- SQUIPMENT hrom corming In cor-
sary precautions brsnes with the icien Fobow ak ) ments and neeches whenever possible tact with poleniiatty
with the body Nuide blood blood pro- racommended pro- Yo avoid nesdie To reduca the risk ol Inlecled materisly
of 31 pailents ducts secretions. cedurey exactly 14| punctura njuries spteeding AIDS Ii s Be sure lo proparly
wastas and lissues New discoveries V| never bend recap always wise 10 use Cover any beoken
of 91l palients about A:DS mar . of braak needies needies syninges skin surtacas
e Lhanges i R b i
e gy | by harsd #lie use and other equipment

essary for your job

F aca used resdies
n punctura reststgrd
containers

() | ~<

designed 1o be dis
C300d Alter One
use

862




| MORE SAFEGUARDS for hresithrcare and lob workers
v chapflo et ~
WEAR WASH LAML AL Tnee CLEAN uP \
PROTELTIVE HANDS SPECLMLNS CAPE OF ALL sLOOD
cLonie THoROUSIHLY FroveaLy, CORIAMINATED IS

1 your job might ex whenever according 1 the rrnicies FPOMPILY,

oS8 you 10 pabent s 1emave piotective policies at your hospitel

bicod secrelions clothing end be health-care tacity ;Zﬁ?'.f',"fo."’,..m" ::::l:c:.:ww;md

wastey eic Gloves

prolective spparel
such as mesks end
goggles n.ay be
needed for some
procedures

tween every patient
contect

1f your hends touch
poternally con-
taminatéd biood
wash tham wn
medteiely

# omcesary use o
hospital approved
dismfectant 1o clean
the outside of the
conterer Then
place 1he spacimen
2 leakproot
second conta ner

0$3)ng of dispoaing
~! such ltemy Use
specisly designaied
plastic bags labeling
them in ihe same
manner used lor
iabeling tpecwmens

clonn your work sur
face aryimae ity
conteminaled by po-
tantistly infectious
maeterisiy and sfier
yOou ve complsled
yOur work

2(’

¢

Recormmendetions
for
PSHTAL
PRSONrSL

Persora performing

dentsl procedures of

oral surgery should

* Wesr gicws 2
mask and prolective
oyewear

* Traat ak inglry-

T avoid possidle ex
posure lo 1he AIDS
virus thtough an in-
fected parson s tears
+ Wash hands after
each procedurs and

culs acraiches »
legions on your hands

652




O

ERIC

Aruitoxt provided by Eic:

-

Protective measures for
POSTMORTEM-CARE
PROVIDERS

The mortality rate for people who have AIDS is
high. Medical examiners, undertskers, embalmers,
nd morticiens shoulo:

ENSURS THAT IDENTIFICATION
ot the deceased as an AiDS or
suspectad AIDS vic im remams wil
he body until postmottem care is
comptete

WEAR ALL NS USSAPY
PROTELTIVE APPAPEL
GIoves apron mask gnggles
01 glatses Thoe covering ete
10 avoid skin oF mucaus mem
brane conlact with ¢ naminateg
matenals

CLEAN WORN- SURFALES,
ot 30 nstuments according
lo rrcommended procedutes 1or
hepalitis B acas

WASH HANDS IMMEDIATELY
1 plond romart aconte ang
foniact a physician o advce

DISPOSE OF ALL APRL, 7, -
QONRS 1agt towt IS eIt ucad
duing postmanenn are in the

€ oper mannar

[nlo
(R

NOTE @ onunynir able 4 pase caniate o kil

Travaabie L mori, % wre mostm e a

gy tom the pIac e nf degth 10 3 furera bome

— |

T DL EEIN
NS R EET

s

Protectivc measures for

OTHER PROFESSIONALS

@ POLMS OPFIRERS @ PRISON PEASONMSL
B Fire penTing T SMERsdieY MEIDIEAL
Tiahauans

¥ you belung to ore of these groups, you shoukd

KEEP 18 Mipp

that based on current rch HIV 18 not
<pread by routine contect so that you can
feact caimiy and rationally when heiping
someone who may have AIDS

TAKL PPECAVTIONSG

when in contacl with blood or other body
Nuids Weur gloves end keep disposabis
airway equipment of resusCiletion bags
availabls for emergency use

FRALTICF Goop
HIGIRE,

including washing
your hands traquent
Iy {while on the jobl
and changing ang
washing uniforms
daily - or whenevar
they become soiled

N




ERIC

Aruitoxt provided by Eic:

HOW LONG

will these precautione be

HECESSPRY

That questicn can't be answered yet But, many
orgamizations are waging an all-out wir on AIDS
Fovmwnplc,mus.n;b!ic% Service 15
coordinating the efforts of:

e FOR. DISENSE ¢

which igantihed *he iliness
draroverad pattarns of occurience
and 15 working with slate and inca)
heatih agencees to control AIDS

10 PATIONAL £
IHETITUTES OF HEALTH S &k—g
Wb+ e 1ot h
(maiments 373 3 Grmvent » 1 |
va e dor ADS J ‘\
1€ 100D AND 4
PPUG ADMINISTRATION =
whieh 15 warkiag 1 iy AN
e the gately of hinnd and 4 \
st e poogn 3
hr g thom \
MenpoL, PRUG (

PRUSE APD For nart Information
MENTAL IALTH
£rOF MISTRATION
fenae e ng Te Al
heattha pec o 1AIDE

"

L)
Py
<

$0o0--
| PROGRESS AGAINST
ADS 1S
BEING MADE!

H's up to you tor

TAKS

192




262

Mr. WaxmaN. Yesterday, it was mistakenly stated that the Hot-
line tape refers callers automatically to Gay groups, including the
one before us. The record will show that the Hotline is operated by
the American Social Health Association, and that the materials
given by that group are not the same those that were discussed
yesterday.

Mr. DANNEMEYER. Mr. Chairman, may I comment on that?

Mr. WaxmaN. Th2 gentleman is recognized.

Mr. DANNEMEYER. The persons who brought this information to
my office told me that the counselor at the American Social Health
Association gave the phone number for the Gay Men’s Health
Center. I may have misspoken with respect to that phone number
for the Gay Men’s Health Center being on the tape itself.

But the counselor working at the American Social Health Asso-
ciation is the one who gave the telephone number for the Gay
Men’s Health Center; and, candidly, I don’t think we should toler-
ate that.

gr. Waxman. Was that given on request to the individual call-
ing?

Mr. DaNNEMEYER. I don’t know how else it would be given out.

Mr. McKINNEY. Mr. Chairman,

Mr. WaxMaN. Yes, Dr. McKinney?

Mr. McKiNNEy. I think that it is very likely that that could be, if
the caller were looking for an agency that provides direct client
services. It is well known that Gay Men’s Health Crisis is the only
such agency in the city of New York.

It would be a very responsible reply to refer.

Mr. Waxman. You're not called the Gay Men’s Health Center?

Mr. McKINNEY. The Gay Men’s Health Crisis.

Mr. WaxmaNn. Mr. Dannemeyer has referred to the Gay Men's
Hea‘l7th Center. Do you know whether that is the same organiza-
tion?

Mr. DANNEMEYER. We believe it is the same organization.

Mr. WaxmaN. You believe that it is the same organization.
Where did you get this information?

Mr. DANNEMEYER. A man named Duane Crumb, who identified
himself as a Christian minister, was given the number for the Gay
Men’s Health Crisis Center. That organization sent him the litera-
tuore that I have introduced for the record.

The counseler for the American Social Health Association was
the one who gave Duane Crumb the telephone number that I have
described.

Mr. WaxmMan. First of all, the question came up yesterday about
the transcript for the recording. Whatever transcript you have is
not the transcript from the recording. It is a transcript that indi-
vidual made of the conversation. Is that correct?

Mr. DanNEMEYER. We have another witness, unsolicited, who
brought this information to my office, that we have a recording of
the conversation that took place.

Mr. WaxMaN. It’s a recordin, of the conversation, but noi « re-
cording of the tape?

Mr. DANNEMEYER. The recording that we have is not of the tape.
It is of the conversation that took piace.

Mr. WaxmaN. The National Gay——
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Mr. DANN. MEYER. This is a transcript of the National Gay and
Lesbian Crisis Line.

Mr. WaxMaN. Are you familiar with that organization?

Mr. McKINNEY. Yes.

Mr. SWEENEY. Yes, we are.

Mr. WaxMaN. Who are they?

Mr. SweeNEY. They are an agency in New York City that runs a
national 800 number to respond to questions about Gay and Lesbi-
an issues, as well as different AIDS issues.

Mr. Waxman. Do you know whether they are Federally funded?

Mr. SweENEY. I do not believe they are Federally funded.

Mr. Waxman. Would someone be referred to them if they called
tl_lg (:;i%ginal hotline number, and asked for services for a Gay indi-
vidual?

Mr. SweeNEY. It is quite likely that if an individual called and
said I am a Gay person, I would like to get services or educational
iniormation because I am Gay, that they would be referred to that
number. I think that is an appropriate referral, if asked for.

Mr. Waxman. Let me see if I can understand. We have the
American Social Health Association that has received some Gov-
ernment funds to have a hotline. That organization, if they are re-
quested for a referral for purposes of a Gay individuai to talk to
someone, do you know whether they would give out your phone
number, or this other organization’s phone number?

Mr. SweeNEy. Sir, I would hope that they wouvld give out our
phone number if a Gay person asks for it. We receive between
5,000 and 7,000 on our hotline every month.

Mr. WaxMmaN. As I understand what Mr. Dannemeyer has is,
semeone made a transcript of a conversation with a Gay organiza-
tion, and that is the transcript you want to put in the record?

Mr. DANNEMEYER. No. I don't want to put this transcript in the
record, Mr. Chairman.

Mr. WaxMman. You don’t want to put that in the record?

Mr. DANNEMEYER. What I L ave asked to be placed in the record
was the literature that——

Mr. Waxman. I understand. But yesterday, you seemed to indi-
cate that what you found offensive was being said by the American
Social Health Association.

Mr., DANNEMEYER. That is still my position. It think it is offen-
sive for the An.~rican Social Health Association, using taxpayers’
money, to be giving out the telephor . number of the Gay Men’s
Heaith Center. [—

Mr. WaxMAN. Even when asked for information for a Gay person
to contact an organization?

Mr. DaNNEMEYER. That’s where the stories differ. The person
who brought this information to my attention identified himself as
a Christian minister, not as a Gay person. The person working at
the American Social Health Association gave the telephone
number to this person who identified himself ~s a Christian minis-
ter of the Gay Men’s Health Center.

Mr. WaxmaN. I don’t know where they would refer Christiun
ministers to, but that was not tt appropriate placz to refer him. I
just wanted ail this on the record so peupie understocd what tran-
scripts, where, and whatever, belong to what organization.

20




264

I am going to take a short recess. Thank you very much for your
testimony. We are going to take a short recess now before calling
our concluding panel. We hope to reconvene in the next 5 minutes.

[Brief recess.]

Mr. WALGREN [[presiding.] Let me call us back to order . nd wake
everybody up from that short hiatus.

The last panel today in this hearing is made up of Dr. Irving
Weissman, a professor of pathology at Stanford University and a
member of the Steering Committee on AIDS of the National Acade-
my of Sciences, and Dr. Lawrence Corey, the Director of the AIDS
Treatment Unit and a professor of medicine at the University of
Washington, and Michael Callen, Community Research Initiative
and a founding member of the Peopie With AIDS Coalition of New
York.

We want to welcome you to the committee and apologize for the
interruptive nature of our process here, but that is the way it is
and it is an imperfect process that we have. Your contribution to
the record is very important to all of us.

With that let’s go through the panel in the order in which I in-
troduced you, and I am sure you picked up the ground rules from
the previous witnesses If you would limit yourself to something in
the range of 5 minutes and summarize however you feel comforta-
ble, focusing on the points that you really believe deserve to be un-
derscored, we would be happy to have your testimony.

Dr. Weissman.

STATEMENTS OF IRVING L. WEISSMAN, PROFESSOR OF PATHOL-
JGY, STANFORD UNIVERSITY, MEMBER OF STEERING COMMIT-
TEE ON AIDS, NATIONAL ACADEMY OF SCIENCES; LAWRFENCE
COREY, DIRECTOR, AIDS TREATMENT EVALUATION PROGRAM
AND PROFESSOR OF MEDICINE, UNIVERSITY OF WASHINGTON;
AND MICHAEL CALLEN, COMMUNITY RESEARCH INITIATIVE,
PEOPLE WITH AIDS COALITION, INC.

Mr. WeissMAN. I am Dr. Irv Weissman. I have been on the facul-
ty at Stanford University for nearly 10 years, and I have been an
immunologist for 20 years. I was on the Steering Panel and wrote
the background paper on the pathogenesis of AIDS for that com-
mittee which produced the document that I think all of you have
called “Confronting AIDS.”

What I really want to say as briefly as I can is that despite some
very major advances in understanding the isolation and the nature
of the virus and the genetics of the virus that causes the disease
and some very striking clinical advances in at least describing
what happens to AIDS patients, that we still have some very major
problems that are not being addressed appropriately.

The first point I want to make is that we do not yet have a suffi-
cient knowledge base to develop an understanding which could lead
to the development of vaccines, therapy for those people who have
the disease already, effective therapy, prevention and other kinds
of treatment, and we are not acting, I believe, appropriately to
obtain that knowledge base.

The second point is that we have not yet even begun to recruit
the best minds and laboratories in fields that are cectainly directly
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related to AIDS, and there are very good reasons why we haven’t
done so. Most of the reasons, I think, are funding reasons, and
some of them are structural: that is, how the structure of the fund-
ing agencies works.
}) Now, before I go too far into this, I would like to say that the
second point I made, that is, the lack of the very best minds, is not
Jjust an invention of my own. A number of scientists, myself includ-
\ ed, went back over the 20 best names, the 20 finest scientists in T
cell biology alone, which is, of course, an area directly related to
AIDS, and asked how many of those people who were so prominent
in 1982 are now doing AIDS or AIDS-related research or research
funded under the AIDS rubric? Very few of them are doing so.

So there is a problem that we have not developed a structure, a
funding strategy that attracts and recruits thc very best minds we
have. It would be like setting up a Manhattan Project with two or
three really good people, fantastic peirle, but without tapping the
resources the country has to offer.

So let me move to my recommendations before I ramble much
further, and then I will get back to the reasons why I think these
are so. My first recommendation is that all AIDS research funding
should be incremental to already established NIH funding levels
plus inflationary increases backdated to 1982. I will show you docu-
mentation a little bit later that in fact there has been a recommit-
ment of funds to research which has greatly damaged our ability to
develop the sufficient knowledge base.

Second is that fundings for AIDS research should be brozdly de-
fined and certainlf' should include those areas of fundamental im-
munobiology, virology, lymphocyte biology, developmental biology
and neurobiology which could provide the knowledge base for
future advances in AIDS research. Most of this broadened funding,
I believe, should be by independent investigator-initiated grants,
not through the contract route.

Third, that construction and renovation costs should be added
into the AIDS research budget, and the goal of such construction is
first to provide safe containment areas for investigations with HIV,
with HIV variants and with animals infected with HIV and HIV
variants; second, to provide structural centers using high cost, high
tech equipment to study the structures of the HIV molecules, also
of those molecules on % lymphocytes which are utilized for infec-
tion by the AIDS virus, and of those molecules that T cells recog-
nize on infected cells so that they can wipe out the seat of infec-
tion.

Third, to upgrade and extend the breeding, genetic definition and
high containment facilities for arimals involved in animal models
of AIDS, particularly simian and rodent species. The fourth point is
to cstablish research fellowships and research training programs at
the undergraduate, the graduate, the M.D.-Ph.D., the post-doctoral
and the post-clinical training levels with sufficient slots and com-
petitive salaries to attract the best young minds in America into
AIDS and AIDS-related research.

Already?

Mr. WALGREN. That is all right. We have time to be flexible.

Mr. WEeissMAN. So now 1 will just try to go briefly through a
couple of the arguments before my 5 minutes is up.
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Why do we have this paradox that we have this incredible epi-
demic, we have funds coming in for research, and yet we are not
attracting the very best labs and the very best minds into this
field? The first barrier, I guess, is containment facilities. That is, a
number of scientists, myself included, would very much like to do
AIDS research. We would like to do it the way that we can do it.
That is, we would like to do it by developing &nimal models or
working in the closest animal models available, or working even in
tissue culture with the AIDS virus, but you have to have a safe
containment facility.

At Stanford University and, I am sure, at many other institu-
tions, those facilities simply are not available. When I approached
our dean about developing such a facility, he said: Fine, you find
the space, the building, and then the money to build it, and I will
agree we should have that facility as a general use facility.

As you know, the NIH does not have funds for construction or
renovation. If we are going to work with this virus, we have to
work under safe conditions. If we are going to make an animal
model of it, we have to have high containment facilities for ani-
mals. This is an incredible barrier for people to move into this area
of research. We can’t work with it safely.

The second point is to develop an animal model is gcing to be
expensive and it requires really high class animal facilities. You
could get an animal model that is close to relevant, that is, either a
simian model, where you have genetically-defined strains of mon-
keys so that you could trans’c cells from one animal to another to
see what the course ot the disease is, to ask, for example, what is
the mechanism for infection when the semen contains the virus, is
it in the seminal fluid, is it free virus, is it an infected cell, is it a
sperm? We don't know those answers yet.

Once it gets into the animal, how does the virus spread from one
cell or one tissue to another? How does it get rid of all these T lym-
phocytes that normally protect against infection? We don’t know,
and we cannot invade the human body to find it out. We have to
have an animal model for that, and that takes money and takes
time and takes people. So on and so on. We don’t know yet how to
identify those cells which could usually eliminate the virus infec-
tion but in this case they don’t.

So there are tremendous needs to develop these kinds of models,
and the brightest people would follow if the models were developed.

Now, in the funding for AIDS research from 1982 to 1986, you
have a document that was cited in this AIDS tning that was writ-
ten by Richard Krause, who was the former head of National Insti-
tutes of Allergy and Infectious Disease, which shows that the fund-
ing for AIDS at the NIH has largely been recommitted out of the
ag)eady existing NIH budget, and very little add-on funds came
about.

AIDS is an add-on disease, quite clearly. It was not around, at
least that we could see, as a clinical entity probabli' before 1978. It
is an add-on research burden, yet there is very little add-on re-
search money. Now, when NIAID or NCi, the institutes that
mainly fund for AIDS research, had to develop these funds, they
took it away from something else. What did thiey take it away
from? Basic immunobiology, T cell biology, viroiogy, neurobiology,
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just exactly the areas that we must learn more about in order to
develop the knowledge base, in order to develop the diagnostics, the
therapeutics, transplantation, whatever we are going to need to be
able to take care of those people who already have the disease, and,
of course, to prevent the disease from spreading.

In addition, there are some areas of research which deal with
solving structures at a very, very microscopic level that require
very high cost facilities, called x ray crystallographic facilities.
There are a few tiny laboratories around the country and very
little training money for people to go into this area; yet, it has
proved crucial for our understanding how particular viruses can
cause infection, how particular viruses can get rid of T cells, and in
fact, how T cells can recognize an infected cell and tell it apart
from u free virus or from a normal cell.

Solving that question isn’t trivial. Solving that question is cen-
tral to try to develop rational vacciines a .d rational therapies. So
we have to have some way of developing both training grants and
facilities for x ray crystallcgraphy at a number of places.

I can see my time must be getting shor, so I think I will just
close there and take any questions.

[The prepared statement of Mr. Weissman follows:]

STATEMENT ~~ IRvING L. WEI1SsSMAN, M.D.

AIDS and ARC are humnan diseases caused by a retrovirus called HIV. A remar-
kedly intense and effe. ive collection of research efforts at both the basic science
and the clinical science levels have led to the isolation of the virus, the definition of
its genetic structure, the demonstration that it is associated vith each of the disease
complexes occurring in AIDS patients, and especially that the virus appears t:
attack and cause the elimination of a critical subset of protective cells in the body—
the CD4 T lymphocytes. The result of this depletion of most CD4 T lymphocytes is
an unusual susceptibility to infection by foreign invaders that are usually easily
eliminated. Because co much has been learned about the virus and the diseases it
causes it is tempting ‘o believe that we have sufficient knowledge to combat this
epidemic at a scientific level; and that as . result of that focused combat we have an
excellenc chance to develop drugs to treat patients with the disease, to develop other
drugs designed to restore the immune system in such patients, and to develop vac-
cines that will prevent populations from being infected by HIV. The major thesis of
this document is that these assumptions are not true, and that we do not have a
sufficient knowledge base yet to guaruntee an expeditious and appropriate set of re-
sponses leading to the development of necessary vaccines, drugs, diagnostic, and
therapeutic agents. Furthermore, one might assume that the great need to combat
this epidemic would have resulted in the recru~ment of the very best minds in im-
munology, virology, clinical infectious disease, developmental biology, and neurobio-
logy to work on AIDS and the diseases it engenders. That is not so. While the re-
search carried out to date includes much which has been of the highest quality, no-
where near the enormous talent pool available to work on this disease has in fact
been effectively recruited Thus there are very major barriers to completion of re-
search adequate to stem the AIDS epidemic, botl: at the level of developing an ap-
propriate knowledge base, and recruiting the talent necessary to develop that
knowledge base In this document I shall try to explain what those barriers are and
how I think they can be breached.

AIDS appears to be a new human disease, and as such it is an “add-on” to the
Nation’s health research agenda. We ncw have a strong national mandate to in-
crease funding in all areas which might lead to an understanding of the AIDS virus
infection, and the systems which it attacks, yet the current AIDS—research funding
is not add-on. In fact, funds have laigely been recommitted away from areas of re-
search in basic immunobiology, developmental biology, virology, cancer biology, and
T lymphocyte biology, and instead these funds have been committed to the urgent
research on the AIDS viruses and the patients who have the disease Thus we are in
a funding mode which paradoxically must slow down the dovelopment of a funda-
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mental understanding necessary to develop a knowledge base sufficient to respond
to the challenge of the disease.

How did this paradox come about? To illustrate the problem I shall use one exam-
ple, although it i8 not limited to the Agency I cite. The National Institute of Allergy
and Infectious Disease (NIAID) has had a majJr respunsibility in developing and
carrying-out AIDS related research. That responsibility came from mandated fund-
ing from both the legislative and executive branch = of the U.S. Government. The
amount mandated was not fully incremental to the dget of NIAID, and therefore
funds had to be taken away from other portions of the NIAID budget. Just prior to
this mandate the majority of research funds distributed by NIAID went to investiga-
tor-initiated grants (ROl and POl grants) in laboratories mainly in academic set-
tings and research institutes that are primarily staffed with graduate students,
medical students, and postdoctoral fellows. In fact, historically, the development of
new and useful fundamental knowledge in the areas of basic medical sciences has
traditionally come primarily from these investigator-initiated grants. The investiga-
tor-initiated grants represent the most important ‘“cottage industries” for science,
where each scientist develops his or her own hypotheses about what might be going
on in the field, develops experimental models for testing these hypotheses, and sub-
mits a grant which, if funded, should approach the experimental questions over a 3-
7 year period of research. These RO1 grants are reviewed by panels of independent
scientists, almost all of whom are not employ.:es of the government, who rank them
for originality and scientific merit; ranked grants are then funded pretty much ac-
cording to their order of merit.

Each of the NIH institutes also funds intramural programs, mainly on the Bethes-
da campus, as well as having the power to grant contracts on specific research or
development sreas which they deem most importart. The intramural NIH programs
are very much like the RO1 programs, althoug! they do not face the same type of
independent review as the ROl grants. In contrast to the investigator-initiated
grants the contract programs are initiated without a requirements for broad-based
review. The contract programs therefore depend for their success on the +-isdom and
breadth of the NIH administrators to develop the project areas, to publicize their
availability, and to select the successful contracts. during the past 5 years the
NIAID intramural and contract programs have risen to be the major recipients of
funding, at the expense of the RO1 grants.

Even for those ROl grants which are funded, for the past several years grants not
classified by NIAID officers to be related directly to ATDS research have been under
severe funding cutbacks, averaging 5-15 percent per year rather than the actual 10-
20 percent inflation for personnel and materials. The types of research not classific 1
under the AIDS rubric, to name a few, include many fundamental studies in animal
models of virus infections; rolecular genetic research of several related virus types;
the fundamental aspects of T cell development, including the origin and lif~ history
of CD4 T lymphocytes, and the kinds of T cells which carry out anti-viral immunity
in ways which wall off or eliminate virus-infected cells; research involving isolating
and crystallizing the envelope proteins from m ‘mbers of the retrovirus family to un-
derstand their structures, a prerequisite to defining how these viruses attach to and
destroy CD4 T cells; the isolation and crystallography of the CD4 proteins; and the
basic studies of the footprints viruses leave on the surface of infected target cells
which allow immune T cells and other killer cells to -ecognize and destroy those
virus infected cells.

Although one might think that shifting these funds from RO1 grants to contracts
might lead the best of th. independent external investigators to respond to requests
for funding under NIAID contracts, in fact this is usually not the case. Most highly
intelligent and accomplished investigators do not wish to surrogate their own ideas
and projects to those dictated and administered by other scientists (most of whom
may not be as bright or as accomplished as the external investigator). Thus on the
basis of funding alone, most NIH institutes have not been successful in attracting
outstanding and accomplished investigators to commit themselves to a long-term re-
search program related to AIDS, or to developing the fundamental knowledge base
important for AIDS research

he best people working in external research labs are bright young students who
are beginning 1) undergraduate research expeniences, 2) graduate studies in the bio-
medical sciences, and 3) postdoctoral research training prior to obtaining a research
or academic appointment. Unfortunately, the trend in Public Health Service and
National Science Foundation funding for the past several years, and acutely in the
past year, is to limit or decrease numbers of fellowships for 1:ndergraduates, gradu-
ate stucents, M.D.-Ph.D. students, and postdoctoral fellows.
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To summarize, while the increased funding for NIH intramural programs has
paid off spectacularly in AIDS molecular virological and immunological research,
these precious few laﬁorabories cannot develop the required knowledge base on their
own. The net affect of an AIDS funding mandate has therefore been a very signifi-
cant shift in PHS funding away from external investigator-initiated grants and to
NIH intramural and N1 directed contracts, neither of which involve broad-based
peer review. As a result the payline for external investigator-initiated grants in
some of these crucial areas has become even more stringent, resulting in a dampen-
ing rather than an expansion of first-rate investigation anc training. While it is
clear to most members of the NAS/IOM panel that our commitment to fight the
AIDS epidemic will require prolonged and intense research, these actions will deny
creation of a long-lasting infrastructure necessary to develop the understanding of
the normal physiology of those parts of the body attacked by the AIDS virus, and
for understanding how AIDS and AIDS-related viruses are involved in the patho-
genesis of AIDS.

AIDS so far is a human disease, and much of what we know about the events that
occur from the moment of contact with the virus to the time the patient reaches
terminal stages of his or her illness in the hospital is fragmentary at best. Hospital
care and autopsy analyses have taught us much about terminal stages of the dis-
ease, yet we do not yet know 1) the mechanism(s) by which the AIDS virus trans-
mitted from one person’s cells to another person’s cells; 2) the events that occur that
spread the infection from one part of the body to the next; 3) the events that lead to
a successful antibody response to certain parts of the virus, but an unsuccessful T
cell-mediated elimination of the virus-infected cells; and 4) whether the virus elimi-
nates the CD4 T cells during their development in the bone marrow and the thymus
directly, or by some indirect means. In fact, published research shows that although
over 99 percent of the CD4 T cells are eliminated during the course of HIV infection
leading to AIDS, at no time can the virus be found to be produced by more than a
rare subset of CD4 T cells (the highest estimates I have seen are still less than 1 1n
10,000 of these cells). Because there are appropriately very important medical and
ethical safeguards against unwarranted invasion of the human body to find answers
to some of these questions it is likely that we shall continue to be largely ignorant
about the full extent of the introduction, spread, and pathogenic consequences of
HIV infection throughout the course of human disease Even if it was possible to
obtain rapid, complete, and sterile autopsies on HIV-infected individuals who die of
other causes (for example, accident, su’cide, myocardial infraction), the limitatiors
on such research will not lead to the answers we nzed to have.

Naturally occurring retroviral infections leading to significant acquired immuno-
deficiencies have been found in several vertebrate species. Although only a few po-
tentially produce a syndrome quite similar to human AIDS, none has been studied
sufficiently to elucidate the mechanmsms of pathogenesis, so that one could know
whether the different types of the i:nmune deficiency result from similar or differ-
ent basic mechanisms. Simian AIDS and simian retroviruses are perhaps the most
relevant potential examples It 1s conceivable that a large scale effort on simian
AIDS couf; be developed which would allow one to develop genetically defined mon-
keys which would allow the transfer of immune rejection of virus-infected cells from
one individual to the other, therefore allowing scientists to work out questions of
the spread of the infection and the host immune response to it. Despite the emer-
gency of knowled%e of these important models, actual NIH funding for examples
such as simian AIDS decreased for the several years leading up to 1986.

A completely analogous amimal model of HIV-induced human AIDS has not yet
been found. Most of what has been learned about fundamental aspect of animal
virology, immunology, lymphocyte biology, and to a lesser extent neurobiology has
come from extensive investigations with genetically defined inbred strains of ro-
dents. In these times of recombinant DNA manipulations of retroviruses and tissue
culture cells and of transgen‘c mouse strains, it 1s possible that a completely analo-
gous animal model of HIV-induced human diseases mght be developed The result
of such a development would be the rapid entry of a large number of first-rate scien-
tists at a number of levels into the AIDS field.

HIV is a human pathogen, and its study requires high-containment facilities. The
lack of such facilities is a barrier for many first-class scientists to enter the field In
the future, if HIV-infected animal models are developed, high-containment animal
facilities will be required to guarantee safety and the full participation of the wider
scientific community in AIDS research

For example, at Stanford University and Stanford Medical School (and proba.'v
elsewhere) there is no HIV containment facility available to quahfied investigators
who wish to follow their own lines of inquiry; and no fully developed high contain-
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ment animal facility to house mice or other animals of an important animal modet;
and no funds to build such facilities for common use by qualified investigators. Fur-
thermore, due to the repeated funding restrictions from NIH on purchase of new
and high cost equipment many laboratories are still working with instruments such
as ultracentrifuges which are 10-20 years old. Finally, there is no NIH funding
available for construction of new or renovation of old laboratories. Thus many out-
standing laboratory groups continue to work in overcrowded and underequipped fa-
cilities. High cost special new facilities such as those requirer to do modern struc-
ture analysis by x ray crystallography and related technologie: do not exist at many
academic and research campuses, and NIH moneys required tu develop these facili-
ties are not easily obtainable.

Recommendations:

1. All AIDS research funding should be incremental to already established NIH
funding levels plus inflationary increases back-dated to 1982.

2. Funding for AIDS research should be broadly defined, and certainly should in-
clude those areas of fundamental immunobiology, virology, lymphocyte biology, de-
velopmental biology, ~nd neurobiolﬁy which could provide the knowledge base for
future advances in AIDS research. Most of this broadened funding should be via in-
dependent investigator-initiated RO1 or POl grants.

3. Construction and renovation costs should be added into the AIDS research
budget, and the goal of such construction is first to provide safe containment areas
for investigations with HIV, wnl HIV variants, and with animals infected with
HIV and HIV variants; second, to provide multiple structural centers using high
cost, high tech equipment to study the structures of HIV molecules, of molecules on
T lymphocytes utilized for infection, and of molecules used for targets of immune
attack against HIV infected cells; third, to upgrade and extend breeding, genetic
definition, and high containment facilities for animals involved in animals models of
AIDS, particularly simian and rodent species.

4. Establish research fellowships and research training programs at the under-
graduate, the graduate, the M.D.-Ph.D., and the postdoctoral and postclinical train-
ing levels with sufficient slots and competitive salaries to attract the best young
minds in America into AIDS and AIDS related research.

[Note: This document is derived from a background paper by the author written
for the National Academy of Sciences/National Institute of Medicine panel on AIDS
which carried out a study in 1986, culminating 1n a report released in October of
1986. The author of this document wrote the background paper entitled Pathogene-
sis of AIDS for the Committee, on which he served as both a member of the steering
committee and a member of the panel. Because the research for the report was com-
pleted by May, 1986, this document could be inaccurate on some non-scientific issues
relating to funding subsequent to October, 1986.]

Mr. WaLGreN. We appreciate that testimony and we are pleased
to give you the flexibility to add to it, either as we close or even in
after-thought by writing.

There are some more bells that are ringing. Why don’t I just go
over there and vote and come right back, and this will take us
about 5 minutes, and then we will be able to turn to the balance of
the witnesses. I apologize for that, but we have no control over it.
Be right back.

[Brief recess.]

Mr. WALGREN. Let’s go back un the record and turn to Dr. Corey.

Dr. Corey.

STATEMENT OF LAWRENCE COREY

Vr. Corey. Thank you, Mr. Walgren.

It gives me pleasure to address you today concerning my and
many of my colleagues’ perception of some of our country’s imme-
diate research needs.

I come to you in my role as Director of the University of Wash-
ington’s AIDS treatment program, as a physician who has been a
researcher, medical educator and patient care advocate of persons
with viral sexually transmitted disease for over 12 years, as a pro-
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fessor of medic.ne who leads a researcn group in the AIDS treat-
ment, is a~sociated sexually acquired cofw.*ors, and as the director
of one of che few tra. ..g programs in viral sexually transmitted
diseases in the United Sta.es.

The charge of your committe2 concerning our country’s needs for
solving this problem are extensive and many qualified persons
have aiready addressed you. I am not going to minimize any of the
importence of others’ perceptions and concerns but will limit
myself to a rather focused area, the necessity of providing facilities
to per urm clinical research for what we te~m secondary preven-
t.on of AIDS: tnat is, stopping the development of AIDS in those
who have infection with the human immmnnodeficiency virus.

By way of background, I think everyone realizes, and Dr. Silver-
man has gone through this, that the agent that causes AIDS is a
formidable opponent in that the AIDS epidemic or what should
more appropriately be called the epidemic of HIV infection in viral
sexually transmitted infections that we are experienci..g in the
United States will not be amenable to a quick fix. To develop the
biological know-how on how this virus persists in the human host
for an extended period of time and what are the host immune re-
sponses that provide protection will, to adapt a phrase, take our
best and brightest.

These pieces of information are necessary if we are to develop a
vaccine. To develop better therapies t, slow down what appears to
he a nearly inevitable progression of this infection will also take a
concerted research effort involving scientists in nearly every cin-
ceivable discipline. The data that indicates that after 7 years,
nearly 30 percent of those infected with HIV develop AIDS, an ad-
ditional 25 percent of symptomatic illness spurs those of us whe
are involved in r -arch toward the development of new therapies
with an almost nig..tmarish urgency.

However, despite our resoluteness concerning this task and our
willingness to devote 80- to 100-hour workweeks to achieve this
goal, we also are frustrated by the lack of facilities to accomplish
this charge. I applaud the committee’s jnsight in authorizing re-
gional AIDS research centers; however, the nature and amount of
money available to these centers is .nacequate.

Capitzl corn. .uction for specialized laboratories and clinical fa-
cilities for AIDS patients and researchers is needed similar to the
cancer resea:ch centers so successfully implemented about 15 years
ago. It is not unusual—in fact, I find it common—to have many of
the brightest of our g. iduate students or me lical students come to
us and ask to work in the area of AIDS research. They zzd 1 are
willirt to compete through the peer review system to obtain fund-
ing w conduct the experiments. Ti... money and somctimes even
the equipment to perform their experiments are often available.

What is not available, however, is the space to dv the ork. I am
not talking about spaced used between 9 o’clock and 5 o'clock but
space that is already occupied at night and on weekends. In the
last year I have personally had five doctoral aarl post-doctoral per-
sons with superb research training ask to participate in our treat-
ment and vaccine-related research. All had to be referred else-
where Yecause ~f the lack of space. All are r.ow working in other
areas, lost to the AIDS research effort for ve: .s, if not forever.
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In fact, recently I recalled one of these particularly excellent stu-
dents who had previously approached me because we now h.d
some money to fund her. She, however, was involved in another
project with another organism and could not be persuaded to leave
the bench for her work.

When we talk about space, as you have heard earlier, we are
talking about P-3 or high containment lahoratory space, the kind
of laboratory space that is expensive to build and, frankly, is more
space per person. You can not afford to have accide’ ts in the labo-
ratory when working with this virus, and we need ‘iese kinds of
fac’lities. They are costly facilities. They are facilitie. that must be
well staffed and cannot be crowded.

As a scientist, I am trained as more of an observer than a predic-
tor; however, it is apparent to those of us working in the field that
in the next 5 years we will be faced with the administration of an-
tiviral drugs to a large spectrum of persons infected with the aids
virus. The monitoring of these paents will require sophisticated
virology and iramunology laboratories. We will be faced with train-
ing primary care physicians in technologies of health care and ex-
perimental therapy that are new to them.

If we are to offer the latest available modalit.es of therapy to
these persons, we must establish regional centers of excellznce that
possess the persons, ihe core laboratories and scientists to conduct
these studies, to train health care personnel in the care of these
patients and conduct the pioneering studies to extend the duration
and quali.y of survival. Parenthetically, I would say having an ef-
fective drug that can be given to the asvraptomatic seropositive
persens will, I think, go a long way towards solving the “dilemma”
of resistance to testing for HIV.

While there have been moneys appropriated for the conduct of
these studies and even the establishment of regional centers, there
has been none for the construction of the facilities in which to do
the studies. The current problem is a longstanding one in which
space for biomedical research has been inadequate for years. Ren-
ovation moneys will not solve th:s problem.

Frankly, it is not possible to proceed with the efficiency and ~ace
which this problem deserve., without the bricks and mortar to
tackle the problem.

The model of the cancer center is, in my opinion, an excellent
one and one which has been successfu. in bringing ihe latest avail-
able modalities of therapy to patients. I would envision at least 5 to
10 to even more regional clinical basic and research centers that
would contain outpatient facilities for the conduct of clinical re-
search, .ore virology and immunology laboratories needed fur the
support of these studies, and basic and clinical science laboratories
to bring the bench scientists, the clinicians and p.atients. This ap-
proach will speed research and optimize care.

Specifically, [ would even suspect that at least any facility wou'd
need cproximately 40,000 square feet to house the appropriate ra-
cili- .3, and approximations are made in the testimony 1 have sub-
mitted. Without these types of cc ters, 1" - time lin¢ to cornduct
rlinical studies and to provide the latest available modaliiies of
tavapy to patients with this infection will not proceed with the
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pace and the expectations of the American public and its elected
representatives.

I know there is at times resistance to the construction of build-
ings. However, the cancer research centers, such as the Dana
Farber and th. various other ones, Hutchinson Center in our city,
are successful models of the bricks and mortar that save lives in
cancer therapy. A similar approach is needed for HIV infections,
centers that mold a cohesive group of basic clinical scientists, phy-
sicians, epidemiologists, educators and health care personnel
trained in the prevention, and control and educaticn of sexually
transmitted diseases, persons interested and dedicated to as expedi-
tious a solution to this disease as is humanly possible.

Thank you.

Mr. WALGREN. Thank you very much, Dr. Corey.

Mr. Callen.

STATEMENT OF MICHAEL CALLEN

Mr. CALLEN. Four years ago I was one of three people with AIDS
to testify before Representative Ted Weiss’ Subcommittee on Gov-
ernment Operations on the subject of the Federal response to
AIDS. Anthony Farrara and Roger Lyon have since died. I carry on
their fight because they cannot.

Sometimes I feel like the Elie Wiesel of AIDS. I feel compelled to
testify to the world about an almost unspeakable horror. With
AIDS the task is not merely to remember those who have died; it is
to prevent more death. Not everyone dies from AIDS and A1DS-re-
lated conditions, just raostly everyone.

When asked to speculate on why I am still standing, I usually
joke: “Lnck, Coca-Cola Classic and the love of a good man.“ One
thing is for sure. My survival has nothing whatsoever to do with
Federal treatment research efforts, and it is this problem of treat-
ment research that I am here today to address.

I am sure you will understand why those of us with AIDS are
impatient. We do not have time to wait for the research systems
already in place to move at the glacial pace for which bureaucra-
cies are famous. While I do not doubt the personal commitment of
many NIH scientists, it is clear that the U.S. Government’s track
record in terms of treatments ror AIDS is nothing short of scandal-
ous.

More than 6 years into t’.e AIDS crisis, we have fewer than 1,000
reople enrolled in treatment trials in the AIDS treatment evalua-
tion units. More Ji ‘ressing still is the paucity of compounds tested.

I would like to discuss an exciting development which might dra-
matically speed up finding treatments for this insidious disease.
One of my main criticisms of Federal efforts derives from the fact
that treatment research prioricies are set almost entirely by aca-
demic, bureaucratic research scientists. The valuable insights of
general practitioners who are dealing with the day-to-day patient
management are undervalued or ignored. This is a waste of knowl-
edge which we can ill afford.

In an attempt to mine this largely untapped resource, the People
With AIDS Coalition in New York has .ormed the Community Re-
search Initiative. CRI has been set up to pe~mit community physi-
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cians to conduct treatment research in their own offices using their
own patients. This should dramatically expand the number of
people involved in treatment trials, which in turn will provide
better answers faster.

Briefly, here is how CRI works. In the United States, all research {
involving human subjects must meet certain appropriately rigorous
standards. A protocol must be written outlining precisely what is
to be tested, how and why. This , .atocol must then be reviewed by .
a scientific advisory body. In addition, institutional review
board made up of community rerresente 5 must ensure that re-
search subjects will not be exposed to unnecessary risk. Someone
must also coordinate the enormous logistic details of recordkeeping,
subject solicitation, coordination of appointments and procedures
and the analysis of findings.

All of these fu.ctions nece:sary to conduct FDA-approved re-
search are normally present unly in medical centers or at Federal
research institutions, but the one things medical centers lack is the
subjects themselves, They are forced to advertise for subjects or to
rely on referrals.

CRI proposes to bring the mountain to Mohammed, so to speak.
Local physicians already have the patients. What they lack is the
administrative structure to conduct trials in their own offices. The
Community Research Initiative provides such a structure. Ther
are several immediate advantages to this approach. One, while the
ATEUs have some trouble filling trials, community physicians
have large and willing patient populations from which to draw.

Two, since community physicians would be responsible for coordi-
nating day-to-day care, they would be more likely than a medical
center researcher to know all the medication. that a patient is on.
Many patients who participate in the AZT trials concealed the fact
that they were on other medications during that trial. This may
have hopelessly undercut the value of those trials. This prohlem
would be reduced or eliminated if general practitioners could con-
Juct research on their own patients. Thic would be an enormous
advantage.

Three, the major asset boils down to this. Community physicians
have the trust of thei: patients, a major advantage given the gener-
al level of suspicion which has surrounded Fede:al treatment ef-
forts to date.

The final advantages are these. CRI car conduct FDA-approved
resea, ch faster and cheaper and perhaps better than more tradi-
tional avenues, faster because vhe will to move quickly is there,
¢ eaper because there is less overhead since doctors use their own
offices to conduct the research, and perhaps better because a com-
munity with its back against the wall of AIDS will not per..iit any-
thing but the highest quality of science to cccur in its name. We
can avoid the bureaucratic eutrenchment and silly turf battles
which I believe have plagv.d AIDS research treatment to date.

A founding principle of the People With AIDS self-empowerment
movement is that people with AIDS ought to have a say in process-
es where decisions are being made whicn directly affect our lives. If
treatment priorities must be set, they ought to reflect input from
those of us most directly affected, people with AIDS.

Q -
: N o

“!o




275

Lest anyone fear that people with AIDS are unable to objectively
and effectively participate in the design and execution of clinical
trials, I hasten to point out that the scientific advisory body which
currently reviews CRI protocols contains individuals of the highest
scientific caliber, many of whom also review protocols for the
ATEU’s.

We have sought out and gained the support of many of the lead-
ing AIDS experts in this country. We are committed to conducting
top notch research. Our lives deserve no less. CRI would comple-
ment, not compete with parallel Federal efforts.

It can be done. Creative solutions are necessary for these crisis
times. American history is replete with examples of what this
country can accomplish if it puts its mind to soinething.

I seek your support and welcome your questions. Thank you.

Mr. WaLGReN. Let me just ask for some short answers because
these are second bells and it gives us just a couple of minutes and
then I am going to have to go back over tFere. It only makes sense,
I think, at that point to end.

Mr. Callen, one of the concerns in AIDS drug evaluations is the
protection of human subjects from harm. Can you describe the pre-
cautions that your organization might take in protecting peopie
from research risks? is there anything you woqu like to add in
that area that would be helpful for the record?

Mr. CaLLEN. I am a member of the Institutional Review Board
for the CRI, and I can tell you t..at we go over these issues in ex-
cruciating ethical detail. One example is we were approached to be
involved in a trial of DDC, and a group from our Scientific Adviso-
ry Committee went 1 to the company and looked at the data and
has rejected puvsuii.,, those trials further.

There are ¢ ~le in the lesbian and gay community, and particu-
larly the AIDb community who are arguing that we should deregu-
late and that anybody should be able to take any substance they
want. I am not of that view, nor is the Community Research Initia-
tive. We belicve that the regulatory system can work, that there
need to be safeguards, and we woulg be committed to .ot pursuing
any trial where the risks outweighed the potential benefits.

Mr. WALGREN. Dr. Weissman, you indicate, and Dr. Corey as
well, that we need these facilities, that these facilities will be sub-
stantial. Obviously, there can be only several of them. How would
you place them at that point? Do you have any shorthand for the
guidance of those who argue that these facilities should be placed
by picking a city or picking an institution? How do you pick among
the institutions if we don’t have enough to go around? Is that a
problem that you feel deserves to be addressed?

Mr. WEissMAN. T think that for high containment, P-3 facilities,
they are expensive but not so expensive that each medical center
cannot afford having one or more. I would suggest that they be
funded through investigator-initiated grants, going before the usual
kind of review body justifving their need to have that kind of facili-
ty at that school, and then take their chances with the peer review
process.

For something that might be very special and very expensive,
that is, developing high-containment primate facilities and very
large breeding facilities for vhat we would call hist -umpatible or
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genetically defined monkey lines so that onc¢ could really do that
important kind of research, obviously you can’t do that every-
where.

Again, there ar2 very fine primate centers at several places t
around the country that could carry this out if they had sufficient )
support. 4

Mr. WALGREN. Let me on behalf of the committee thank you all
for being a resource to us, and particularly Mr. Callen for being a ?
very special resource to us. We appreciate very much your reach-
ing out to us in this process, and we appreciate each of you being a
resource that we can reach pack to.

1 apologize for and I know Mr. Waxman would want me to ex-
press his apologies for the interruptions and the fact that he had to
meet another commitment at the time your panel came up, but
that doesn’t mean that we appreciate you any less.

Thank you very much, and we will look forward to wl.ere we go
from here.

[Whereupon, at 5:43 p.m., the hearing was adjourned.]
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PRESCHOOLERS' DISFLUENCY: IS IT RELATED TO THE INTENDED
MESSAGE?

LIANE M. KUHNSMAN, NORTHWESTERN UNIVERSITY

PRESENTED AT THE ASHA CONVENTION, NEW ORLEANS 1988

ABSTRACT: Parental verbal and nonverbal responses are often cited as contributing factors in the
development of stuttering in young children. Parents are counseled, for example, to reduce the
number of questions they ask their stuttering children despite the lack cf evidence indicating that
they ask their children too many questions. Onc: purpose of the present study was to examine
whether the mothers of young stuttering children differ from the mothers of young normally
disfluent children in their verbal interacticn patterns during free play with their children. A second
purpose of the study was to investigate whether disfluency in young chiidren is related
systematically to the type of speech act expressed. Four preschoolers and their mothers
participated in the study. Forty-five minute conversational speech samples which were audio- and
video- recorded were analyzed. Resr!is indicated that the speech art categories used most
frequently by the two groups of methers did not vary in percentage of occurrence. The mothers
did differ, however, in the number of utterances they produced when compared to the number of
utterances produced by their children. The mothers of the stuttering children talked more
frequently. With regaid to the paiterns of disfluency displayed by the children, there was a trend
for the normally disflr ¢nt chiidren to produce more disfluencies on statements while the young
stuttering children were more disflirent on descriptions. Both groups of children exhibited more
whole- and part- word repetitions than any other types of disfluency.

RESEARCH QUESTIONS

1) Do the intentions expressed most typically by the mothers of nonstuttering children during play
differ from those expressed most typically by the mothers of beginning stuttering children during

play?

2) Is the frequency of disfluency in young nonstuttering chiidren's speech related to the type of
intention expressed in messages?

3) Is the frequency of disfluency in young beginning stuttering children related to the types of
intentions expressed in messages?

4) Do nonstuttering children and nonstutiering children differ with regard to the nature of the
relation between intentions in messages and the frequency of disfluency in speech?

METHODOLOGY

Subjerts

The subjects in this study were fcur sets of mothers and their preschool children. Each of
these children was referred to the experimenter at the Northwestern University Speech and
Language Clinic because either or both of the parents were concerned about their child's
disfluency. The experimenter evaluated the disfluency of each of the children over several
sessions. Results of the evaluation suggested that two of the children were incipient stutte. ers and
two were normally disfluent spoakers. Thereiore, at the time of the session reported in this paper,
all of the mothers believed their children to be beginning stutterers. All subjects came from
Caucasian, monolingual, middie-class home. They were all free of physical and sensory
abnormalities. See TABLE 1 for subject testing inform4tion.
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Data collection took place in the homes of the subjects. The mothers were instructed to
play with their child using toys provided by the examiner. Each parent-child interaction was
videotaped for 45-minutes. The interaction was recorded with a Panasonic color video camera and
a Quasar videorecorder and tuner both of which were in view of the mother and child. A time
generator on the camera was used to record actual times of occurring events in the sample for later
analysis. In addition to the videorecording, an audiotape recording was collected using a Sony
s.ereo cassette recor-der. This recording was made to insure clarity of the audio portion of the
interaction.

(abridged)

Initially, the videotaped/audiotaped samples were transcribed into orthographic records.
General activities and other nonverbal information relevant to the situation were noted. After this,
these transcripts were transferred to coding sheets where seven types of analyses were completed.
Disfluency measures were derived first. Then the number of conversational turns and utterances
was tallied. Next, ail utterances of the mother and the child were coded for the various intentions
expressed. Fourth, the total number of tokens of each intention expressed was tallied for the
parent and for the child. Then the total number of disfluencies per speech act was derived. The
mean length of utterance for the three speech acts where that greatest percentages of disfluencies
occurred was calculated next. Finally, the types of disfluencies noted most often per speech act
were recorded.

Conversations were separated into conversational turns and all turns into utterances.
Utterances were bound together by a pause, a rise or a fall in intonation contour, or grammatical
completion. Sometimes, twc utterances were bound together in one breath. Here the coder
listened to intonational cues and decided whether or not the speaker intended the utterance to be one
continuous or two separate utterances (Golinkoff & Ames, 1979). TABLE 2 provides examples
of coded utterances. Conversations were displayed on a written page. The person who was
talking, the interaction number, and the exact interaction were identified on the written transcript.

Throughout the conversational context, a "narrative” or glossing was supplied (Miller,
1979). This was used for combining the context and utterance in order to specify the meaning and
structure of each utteracne so that someone reading the transcript would beable to understand what
was going on without returning to the original tape or =lying entirely on the verbal context.

When an utterance or part of an utterance was unintelligible, a series of "x" marks
indicating the general length of the unintelligible word or words was supplied. That meant that an
unintelliglble utterance was heard and was excluded typically from the coded corpus. Double
brackets ([[ ]]) indicated that twe utterances or parts of the utterances were said simultaneously.
Such an overlap was considered an interruption.

- The following analyses were completed for each parent-child dyad:

1. Frequency of stuttering and normally disfluent speech behaviors.

2. Total number of tumns.

3. Total number of utterances.

4. Frequency of the ten different speech act (intention) categories. See
APPENDIX C for the list of speech acts and their definitions).

5. Total number of disfluencies per speech act (intention) category.

6. Mean length. of utterance in syllables for the three speech acts containing the
greatest percentages of disfluency.

7. Frequency of the different types of disfluencies per speech act type.
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RESULTS

A total of 3034 utterances were coded and evaluated from the conversation of the four
dyads. Of these, the mothers produced 1394 utterances and the children, 1640.

Child Measures

1. Qisﬂug_nﬂ_Mgas_um Tae two nonstuttering children exhibited pnmanly 'word
repetitions” with the next most frequently occurring category of disfluency being "part-word
repetititions”. The stuttering children produced mostly "part-word repetitions” and "word
repetitions” in that order of frequency. See FIGURE 6.

2. Conversational Tums. Two general findings can be observed. First, the total number
of turns per child varied across the group of foir children with the youngest nonstuttering child
(NS1) exhibiting the fewest tarns and the youngest stuttering child (S1) exhibiting the greatest
number of turns. Second, in all cases, the number of mother turns was similar, if not the same, as
her child's. This finding would suggest that there was a regular interaction pattern in each mother-
child dyad. See FIGURE 7.

3. Utterances. The youngest nonstuttering child (NS1) produced the fewest number of
coded utterances while the oldest nonstuttering child (NS2) produced the greatest number of
ufterances.

4. Speech Act Measures. The most frequently occurring speech acts for all four subjects
included Descriptions, Statements, and Requests. The overal! -ercentage of use of the
different speech act (intention) types did uot seem to differentiate bet seen the two groups of
children - nonstutterers and beginning stutterers. Rather, the age of the subjects seemed to be of
greater importance in identifying the differences among the children.

5. The two nonstuttering subjects were most
disfluent on Statements. A different patterx: of disfluency emerged for the two stuttering
children. For these two children, Descriptions incurred the greatest percentage of disfluencies.

6. Mean Length of Utterance, This procedure was completed to examine the influence
length of utterance might have on the occurrence of disfluency. See FIGURE 13. An assessment
of the relation between MLU and disfluency revealed two patterns. First, the presence of
disfluency in the speech of the noastutterers did not appear to be influenced by utterance length.
Nonstuttering Subject 1, for instance, exhibited the fewest disfluencies on Descriptions; the
longest utterances on the average that he produced wer= Descriptions. A similar pattern was
seen for Nonstuttering Subject 2. He produced the fewest disfluencies on Requests; Requests
were his longest utterances on the average.

The stuttering subjects demonstrated a different pattern. Here, length of utierance did seem
to be influential. Stuttering Subject 1 exhibited the greatest number of disfluencies on
Descriptions; Descriptions were on the average the longest utterances she produced. The
second stuttering subject demonstrated a similar pattern. Descriptions contained the greatest
percentage of the total number of disfluencies and were also the longest utterances produced.
Length of utterance seemed more influential with Stuttering Subject 1 than it did with the second
stuttering subject. This youngster, thu oldest of all four child subjects, exhibited a more confirmed
stuttering problem as his disfluencies were more equally distributed across all speech acts.

7. Disfluencies per Speech Act. The relation between types of disfluencies and speech acts
expressed was examined. All four children produced primarily "word repetitions" on Statements
and Descriptions and primarily "part-word repetitions” on Requests.
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Mother Measures

1. Intentions, All four mothers produced similar patterns in their use of speech acts. The
three most frequently expressed speech acts included Descriptions, Statements, and
Requests. See FIGURE 15.

2. Utterances. Three findings can be seen in the data displayed in FIGURE 14. First,
the number of mother utterances for each mother varied across the group. Second, the mother of
the youngest, nonstuttering child produced the fewest utterances; the mother of the youngest
stuttering child, the most. Third, the mothers of the two stuttering children produced more
utterances than the mothers of the two nonstuttering children.

3. Comparison of Child and Mother Utterances, A comparison of child and mothe rs
utterances can be viewed in FIGURE 14. Observation of the data indicates that the mot.ev5 of
the stuttering subjects produced more utterances overall than did their childien while the mothers of
the nonstuttering children produced fewer utterances than did their children. The ratio of child
utterances to mother utterances for both nonstuttering children was 1.4 to 1. The ratio of child
utterances to mother utterances for the stuttering children vas .91 and 96 to 1.

DISCUSSION

The present study addressed two basic issues. First, it tested the bases of the claim
proposed by Johnson. One question asked was whether mothers of stuttering children interact
differently with their childre.. than do mothers of nonstuttering children. The present study
allowed a valid comparison between two groups of mothers and their children to be made. Both
groups of child subjects displayed disfluencies. Both groups were referred to the investigator
because their mothers had already diagnosed them as stutterers. Only two of the four children,
however, had a defined stuttering problem. Thus, all mothers were faced with the same situation -
a disfluent child who might have a long-term problem - but only two of the mothers were
interacting with a diagnosed stutterer. Any observable differences between the mothers' interaction
patterns would be less likely attributed to differences in experience or perception and more likely
attributed to some inherent characteristics in their personal interaction style. So, if there is
something consistently different about the interactions of the two mothers of the stuttering children
corapared to those of the mothers of the normally disfluent children then there would appear to be
evidence for a maternal interaction style related to stuttering. (Remember, at the time of the initial
taping, none of the mothers knew whether or not their child was a beginning stutterer.)
Preliminary analyses of the data would suggest that indeed this is the case. Findings, though not
supportive of qualitative differences in the verbal behaviers of moth.ers of stutterers, do support the
idea that there is a maternal interaction style for stuttering. Conrad (1985) found similar results
during one of her prescribed activities. In her study and the present study, mothers of stuttering
children talked more often than did their children. This increased talking by mothers of stuttenng
children may be a result of two factors. The first is the need of the methers to control the situation
while the second might be the children's lack of spontaneous speech. While in this latter case,
mothers might talk more because their children talk less, the former suggests that the lack of talking
on the children's part may be attributed to the directive or more responsive style of the mothers.
Caution must be exercised in assigning cause to one or another reason because it is likely that the
effects noted are bi-directional.

Second, this study addressed whether disfluency in young children is systematically related
to the type of speec  act expressed. This qucstion arose out of an interest in (a) how the content of
achild’s utterance 1  ht contribute to the occurrence of disfluency and (b) whether differences in
the frequency of dis.. aency across speech act categories would serve to differentiate stuttering
children from normally disfluent children. Such information could prove diagnostically and
therapeutically pertinent. Findings from this study suggest that while the four children exhibited
similarities in their use of speech acts, the location of disfluencies across these speech acts
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differentiated the groups. Again, results revealed that these four children most frequently produced
Descriptions, Statements, and Requests. And wh_lc the nonstuttering children produced
most of their disfluencies on Statements, the young stuttering children produced most of their
disfluencies on Descriptions. The incipient stutterers produced a majority of their disfluencies
when expressing in detail various aspects of the environment. These children performed similarly
to the young subject in the study by Pollack et al. (1986).

The finding that the stuttering children produced more disfluencies on Descriptions may
account for the observed difference in maternal dominance by itself. The stuttering children in this
study produced long descriptions. The length of these Descriptions appeared to influence the
preseace of disfluency. Meyers & Freeman (1985) fourd that all mothers interrupt children's
disfluent speech significantly more often than they interrupt children's fluent speech. Given that to
be the case, it seems Likely thiat mothers would not only be more likely to interrupt but also attempt
to exercise control over riie conversation by taking longer turns as well. Meyers & Freeman
examined interruptions in their study . Interruptions are one aspect of turn-taking behavior. Turn-
taking appears to be orderly in average conversations (Taffe & Feldstein, 1970). The system of
signals and rules that underlie orderly turn-taking is, however, apparently complex. It is possible
that when a speaker exhibits disfluency, this disfluency is perceived as a turn-yielding signal.
Another possibility might be tnat disfluency is iuterpreted as a signal that the speaker is
experiencing difficulty finding a word or expressing a thought. In this case, the mother may be
interrupting or taking ionger turns believing that she is providing assistance to her child.

In this preliminary descriptive study, some new insights have been provided about the
factors that may contribute to the development and maintenance of stuttering. There are, however,
a number of limitations to this study (e.g., the small sample size). These four children plus two
others were followed once monthly over the period of a year. Further analyses will be pursued
with this additional data. Until that tme, it is hoped that other researchers might investigate similar
issues. If the observations made in this study can be substantiated, the future of fluency therapy
for young, incipient stutterers will involve much more specific evaluation of difficult speech
contexts and increased understanding of the importance of parental verbal behavior in the
persistence of early stuttering.
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TABLE 1. The performance of subjects on tests of speech, language, and hearing.

SUBJECT AGE PPVT ARTIC HEARING DSS O-P DIS
NS1 29 107 pass pass* S0th%ile  pass 5%
NS 2 4;1 100 pass pass 40th%ile  pass 3%
S1 3,8 108 pass pass* 90th%ile  pass 15%
S2 411 92 pass pass 40th%ile = Pass 19%

All gubjects are from middle class homes.
NS = Nonstutterer; S = Stutterer.
AGE = age in years; months.

PPVT = standard score from the PEABODY PICTURE VOCABULARY TEST.

ARTIC = results from the articulation screening section of the PRESCHOOL LANGUAGE SCALE.

HEARING = results from the hearing screening.

DSS = percentile score from the DEVELOPMENT AL SENTENCE SCORING.

0-P = results from the oral-peripheral examination.

DIS = percentage of disfluency in spontaneous speech.

* All children passed the hearing screening at 2048 except those marked. Due 10 noise in
the home, these children had the 500 Hz frequenvy presented at 30dB which they then passed.
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TABLE 2. A list of examples of utterances from the transcripts of the subjects
explaining how utterances were analyzed.

The decision as to what was an utterance was made based on a combination of the

definitions of pragmatic structure and syntactic propositional structure of
utte;ances.

EXAMPLES:

A. You hold this and tell me what you want - 2 utterances.
1. You hold this - REQUEST FOR ACTION.
2. and tell me what you want - REQUEST FOR INFORMATION.

B. Those are pretty big shoes, aren’t they? - 2 utterances.
1. Those are pre:ty big shoes - DESCRIPTION.
2. aren’t they? - REQUEST FOR INFORMATION.

C. Yes, it looks like that - 2 utterances.
1. Yes - STATEMENT.
2. it looks like that - DESCRIPTION.

D. Wow, that's really great! - 2 utterances.
1. Wow - CONVERSATIONAL DEVICE.
2. that's really great - STATEMENT.

E. Hello, Daddy? - 2 utterances.
1. Hello - CONVERSATIONAL DEVICE.
2. Daddy? - REQUEST FOR INFORMATION.
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APPENDIX C

SPEECH ACT CATEGORIES

The following are descriptions of the ten speech act categories used. Examples are provided. These are based on categones proposed by
Folger and Chapman (1978).

1) DESCRIPTION: Represent observable or verifiable aspects of the environment. Included in this category ar~:

IDENTIFICATIONS: That's a barn; John's a boy; There's a big choo-choo.
EVENTS: I'mdrawing a house.

PROPERTIES: That's a bear with a wheel.

LOCATION: /put the dollar in the purse; Here's the neclace.

) STATEMENT: Express facts, beliefs, attitudes, or emotions. Included here are:
EVALUATIONS: That's right; Good.
INTERNAL REPCRTS: I'm tired.
ATTRIBUTIONS (about other's intemal states): He wants to go.
RULES: Youcan't ride the rocket; No.
RESPONSES: Yes.

3) REQUEST FOR INFORMATION: Utterance secks an informational response from the child.
What's that? Where is the bear going? Is he playing wuh it?

@) REQUEST FOR PERMISSION: Speaker seeks the nght to do or accept som wqng

Can [ tie your shoe?

*) REQUEST FOR ACTION: Utterance secks a bchavior-! response from the addressee. Such requests can occur i any of
four forms:

QUESTION ¥ORM: Why don't you feed him ar apple?

COMMAND FORM: Get a blue block; Sit in your high chair, Look here, Come on

EMBEDDED COMMAND FORM (use of 1st person plural): Let's look at this: Let's do your puzzle.
STATEMENT FORM (indirect request): [t sure would be nice if you used your spoon

©) CONVERSATIONAL DEVICES: Utterance functions primanly to extablish or maintzin interpersonal contact. Included
are:

BOUNDARY MARKERS: Hello; Hi; Thank you: Good night.

CALLS: John (when not commanding action).

ACCOMPANIMENTS TO ACTION: There; There you go, OK (if not mdicaung "1 will"); Oh, Oh wow
@ PERFORMATIVE PLAY: Any riddle, nursery thyme, or reading from a book.

3 ELICITED IMITATION: Uterance explicitly asks for an imitation from the addressce.

Say "night-night”; Can you say "shoe"?
)] REPETITION: Uuerance is an exact repeticion of a remark including prosodic charactenstics.

(10) OTHER: Any utterance which are not words but sounds. Although many arc communicative, their funcuon ts frequently
difficult to discem and thus were placed in this remaining category.

Mmm; Ahemm: Ah.oh.
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